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UNITED STATES DISTRICT COURT  
FOR THE NORTHERN DISTRICT OF OHIO 

EASTERN DIVISION 
 

__________________________________________ 
       ) Case No. 1:17-MD-2804 
IN RE: NATIONAL PRESCRIPTION  )  
OPIATE LITIGATION       ) Judge Dan Aaron Polster 
       )  
THIS DOCUMENT RELATES TO:  )  MEMORANDUM OPINION 
       ) CERTIFYING NEGOTIATION 
All Cases      ) CLASS 
       ) 
 and      ) 
       ) 
The County of Summit, Ohio, et al., v.  ) 
Purdue Pharma L.P. et al.,    ) 
Case No. 18-op-45090    ) 
_________________________________________ )  
              

 
 Before the Court is Plaintiffs’ Renewed and Amended Motion for Certification of Rule 

23(b)(3) Cities/Counties Negotiation Class.  Doc. #: 1820.  Various Defendants and a handful of 

putative class members oppose the motion, as do 37 State Attorneys General and the Attorneys 

General of Guam and the District of Columbia.  After consideration of all of the briefing on this 

motion, and oral argument held on August 6, 2019, and all of the prior proceedings herein, the 

Plaintiffs’ Motion is GRANTED-IN-PART.  This Memorandum opinion explains the Court’s 

reasoning.  An Order will issue separately. 

I. THE NEGOTIATION CLASS CERTIFICATION MOTION 

A. Background 

 On December 12, 2017, the Judicial Panel on Multidistrict Litigation (JPML) transferred 

all opioid-related litigation pending in federal courts throughout the United States to this forum for 

consolidated pretrial proceedings.  Doc. #: 1.  At present, this multidistrict litigation (MDL) 

encompasses more than 2,000 individual actions.  Most of these constituent cases have been filed 
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by cities and counties throughout the United States seeking, inter alia, reimbursement for monies 

they have expended – and continue to spend – addressing the opioid crisis.  The Defendants include 

numerous manufacturers, distributors, and pharmacies.  Beyond the thousands of cases pending 

here, many other municipalities are litigating similar opioid-related lawsuits in state courts 

throughout the United States. 

 From the outset of this MDL, the Court has encouraged the parties to settle the case.  

Settlement is important in any case.  Here, a settlement is especially important as it would expedite 

relief to communities so they can better address this devastating national health crisis.  A Court-

appointed Special Master (Professor Francis McGovern) has overseen extensive settlement 

negotiations.  The Defendants have insisted throughout on the need for a “global settlement,” that 

is, a settlement structure that resolves most, if not all, lawsuits against them arising out of the 

opioid epidemic.  This has created an obstacle to settlement.  In a standard settlement class action, 

the class members can opt out of the class after the settlement is reached.  With thousands of 

counties and cities already litigating, the Defendants in this MDL are concerned that many of these 

Plaintiffs could opt out.  The Defendants would then have paid a lot of money to settle non-

litigating claims but would still have to litigate a host of potentially significant claims.  This 

situation required creative thinking.  The Special Master, in conjunction with experts and the 

parties in the case, developed an innovative solution:  a new form of class action entitled 

“negotiation class certification.”1 

                                                 
1 The Special Master and Professor Rubenstein, the Court’s expert in this matter, have produced a 
scholarly version of the idea.  See Francis E. McGovern & William B. Rubenstein, The Negotiation 
Class: A Cooperative Approach to Class Actions Involving Large Stakeholders (Duke Law Sch. 
Pub. Law & Legal Theory Series, Paper No. 2019-41, 2019), 
https://papers.ssrn.com/sol3/papers.cfm?abstract_id=3403834.    
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 The idea is to undertake the class certification and opt-out process prior to a settlement 

being reached, as is done in a normal class action geared toward trial.  This will fix a class size 

and provide the Defendants a sense of the precise scope of the group with whom they are 

negotiating.  The class members’ rights are protected in several critical ways.  At the front end, 

before having to make the opt-out decision, the class members can calculate their share of any 

future settlement; here, groups of Plaintiffs and Plaintiffs’ attorneys have worked together to 

establish a public health-based settlement allocation plan, the details of which are all made 

available to the Class and public at a case website, www.opioidsnegotiationclass.info.   At the back 

end, each class member will be entitled to vote (yes or no) on whether a proposed settlement 

amount is sufficient, and no settlement will be deemed accepted unless it garners a supermajority 

(75%) of those voting; here, a proposal will need to secure approval from six separate 

supermajority vote counts, reflecting different slices of the class.  Additionally, of course, the 

Court protects the absent class members:  Rule 23 requires that the Court make specific 

determinations before permitting a class action to go forward, Fed. R. Civ. P. 23(a), (b)(3), (c), (g), 

and similarly requires that the Court – independent of the class’s vote – approve any proposed 

settlement and attorney’s fees,  Fed. R. Civ. P. 23(e), (h).   

 As discussed more fully below, the Court is mindful of the fact that this is a novel procedure 

and one opposed by the vast majority of State Attorneys General, who themselves are actively 

pursuing important State opioid litigation.  The Court has determined that the procedure is a 

legitimate one, that certification is warranted based on the facts of the case, and that the whole 

process is more likely to promote global settlement than it is, as the Attorneys General argue, to 

impede it.  Regardless, there is nothing coercive about this process:  no Defendant has to employ 

it.  There is nothing exclusive about this process:  it does not interfere with the States settling their 
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own cases any way they want, and it does not stop parties in the MDL from settling in other ways.  

And there is nothing intrusive about this process:  it does not stop any litigation from continuing 

and in no way interferes with the upcoming bellwether trials in this MDL.  This process simply 

provides an option – and in the Court’s opinion, it is a powerful, creative, and helpful one.  The 

Court therefore grants certification of the negotiation class but, mindful of the objections that have 

been mounted against it, upon terms more carefully prescribed and delimited than those proposed 

by the Plaintiffs.   

B. The Motion 

 By motion dated June 14, 2019, the Plaintiffs’ leadership team in this MDL filed a motion 

on behalf of 51 cities and counties entitled, Motion for Certification of Rule 23(b)(3) 

Cities/Counties Negotiation Class, Doc. #: 1683; Doc. #: 1690 (corrected version).  A variety of 

parties responded to this motion, including a group of Distributor Defendants, Doc. #: 1720, and 

a group of Pharmacy Defendants, Doc. #: 1723, but no Manufacturer Defendants.  Moreover, two 

sets of State Attorneys General – representing 30 States, the District of Columbia, and Guam – 

sent letters to the Court registering their disapproval of the proposed motion.  Doc. ##: 1726, 1727.  

The Court held a hearing on the initial motion on June 25, 2019, and at that time adopted a briefing 

schedule enabling the Plaintiffs to re-brief the motion in light of the filed oppositions.  

Accordingly, on July 9, 2019, the Plaintiffs filed a Renewed and Amended Motion for Certification 

of Rule 23(b)(3) Cities/Counties Negotiation Class.  Doc. #: 1820; see also Doc. #: 2135 

(Statement of City of Manchester, New Hampshire Supplementing Plaintiffs’ Renewed Motion).  

On July 23, a set of nine Distributor and Pharmacy Defendants filed a brief opposing the motion, 

Doc. #: 1949, while a group of Manufacturing Defendants filed a brief asking the Court to clarify 
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the relationship of negotiation class certification to American Pipe tolling, Doc. #: 1952;2 other 

Defendants subsequently noted their joinder in these responses, Doc. ##: 1954, 2057.  A group of 

six (6) Ohio cities filed a brief in opposition, Doc. #: 1958, later joined by a seventh city, Doc. #: 

2064, while another putative class member (City of Fargo, North Dakota) filed a brief asking the 

Court to clarify the end date for inclusion in a particular sub-group of the proposed negotiation 

class, Doc. #: 1953.  A letter to the Court joined by 37 State Attorneys General, as well as the 

Attorneys General of the District of Columbia and Guam, strongly urged the Court to reject the 

motion.  Doc. ##: 1951, 1955.  The Ohio Attorney General, who signed that letter, also filed a 

separate letter of his own registering further opposition.  Doc. #: 1973.  On July 30, 2019, the 

Plaintiffs filed a reply to these oppositions.  Doc. #: 2076.  On August 6, 2019, this Court held a 

hearing on the motion. 

C. The Proposed Process 

 The negotiation class certification process unfolds in five stages: 

 1. Allocation/Voting.  Class members first develop a plan for allocating a lump sum 

settlement among the class and a plan for voting on the reasonableness of any lump sum settlement 

that is achieved.  This enables each class member to know its settlement share and franchise prior 

to the opt-out deadline.  Here, the MDL Plaintiffs’ leadership has met with numerous groups of 

Plaintiffs and public health experts to create the allocation plan.  Doc. #: 1820-1 at 49.  The plan 

proposes distributing 75% of the lump sum to counties, with each county’s share calculated 

according to three equally-weighted public health factors. Id. at 48–49, 55–60.  The county’s share 

is then divided among the county and its constituent cities, ideally through negotiated agreement.  

                                                 
2 Movants disclaim any tolling effect of their motion, Doc. #: 2076 at 19, so the Court need not 
address this issue at this time. 
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Id. at 60.  Of the remaining 25%, 10% is set aside for a “Private Attorneys’ Fee Fund,” from which 

private attorneys – defined as any counsel with representation agreements with one or more Class 

members executed as of June 14, 2019 – could seek fees in lieu of enforcement of private 

contingency fee contracts with their clients.  Id. at 49–50.  Finally, 15% is set aside for a “Class 

Members’ Special Needs Fund,” to cover the special needs and expenditures of any Class member 

that are not addressed by the class-wide allocation formula, including expenses associated with 

litigation.  Id. at 96.  All of these amounts are subject to Court approval and any of this 25% (the 

Private Attorneys’ Fee Fund and the Class Members’ Special Needs Fund) not so distributed is 

then re-distributed across the class according to the allocation plan.  Id. at 95, 97.   

 The voting model is both simple and complex.  Doc. #: 1820 at 8–9.  If a lump sum 

settlement is reached with a Defendant, each class member will be given the opportunity to cast a 

single, simple, yes/no vote as to whether the size of the lump sum settlement is sufficient.  The 

votes will then be counted to ensure the settlement is accepted by 75% of all voting entities by 

number, 75% of all voting entities by population, and 75% of all voting entities by allocation; each 

of those three types of votes will be counted twice, once among jurisdictions that had filed lawsuits 

as of June 14, 2019 (“litigating entities”) and once among jurisdictions that had not (“non-litigating 

entities”).  The various counts ensure that: (1) the plethora of smaller counties cannot alone control 

an outcome (the population vote guards against that); (2) the plethora of small-recovery counties 

cannot alone control an outcome (the allocation vote guards against that); and that (3) neither the 

litigating nor non-litigating entities alone can control an outcome.  

 Part IV of this Memorandum analyzes the equities of the allocation and voting plans. 

 2. Class Certification.  With the allocation and voting plans in place, plaintiffs move 

for certification of the negotiation class, as have the present movants. 
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 3. Notice and Opt-Out Period.  If the Court approves the motion, the class members 

are given notice of class certification and an opportunity to opt out.  Here, movants propose a 60-

day opt-out period.  During that time, class members can assess their share of a lump sum 

settlement and the proposed voting structure at the class website to determine whether they want 

to be part of this negotiating group. 

 4. Lump Sum Settlement Negotiation.  At the conclusion of the opt-out period, with 

the size of the class set, the class is ready to negotiate a settlement with one or more defendants.  

No defendant is required to negotiate with the class and the underlying litigation activities continue 

unabated. 

 5.  Judicial Approval, Including Class Vote.  If a settlement is reached, the parties 

move for judicial approval, as required by Rule 23(e).  That process encompasses three parts:  (a) 

the Court must preliminarily approve the settlement, Fed. R. Civ. P. 23(e)(1); (b) class members 

are then given their opportunity to vote on the settlement, and they may file objections with the 

Court, Fed. R. Civ. P. 23(e)(5); and (c) if the Class votes to accept the settlement, class counsel 

moves for final approval.  The Court would then make the same determination as to the 

settlement’s reasonableness as Rule 23 requires it to do in any class action.  Fed. R. Civ. P. 

23(e)(2).   

II. RULE 23 AUTHORIZES NEGOTATION CLASS CERTIFICATION 

 Rule 23 authorizes a court to certify a case, or issues within a case, for class treatment if 

certain requirements are met.  Since adoption of the current version of Rule 23 in 1966, courts 

have generally certified two types of class actions:  trial class actions and settlement class actions.  

The present motion asks this Court to certify a “negotiation class action.”  The concept and 
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procedure are set forth above.  The question addressed here is whether Rule 23 authorizes this 

procedure.  The Court finds that it does. 

 An important starting point is that the text of Rule 23 does not dictate, nor therefore limit, 

the uses to which the class action mechanism can be applied.  Rule 23(a) and (b) set forth the 

requirements that must be met before a court can certify a class, but neither specifies that the class 

to be certified is for “trial” or “settlement” purposes.  Defendants point to the fact that several 

passages in Rule 23 specifically reference settlement, as opposed to trial, classes.  Doc. #: 1949 at 

7.  They argue that these passages demonstrate that the Rule authorizes only trial and settlement 

classes.  Id.  Their argument is not convincing.  The passages they reference were not added to 

Rule 23 until December 2018, yet 21 years before that – when Rule 23 contained no explicit 

reference to settlement class actions – the Supreme Court affirmed courts’ use of the settlement 

class action device.   Amchem Prod., Inc. v. Windsor, 521 U.S. 591, 618 (1997).  Moreover, the 

passages that were added in 2018 do not authorize settlement classes but simply identify certain 

procedures relevant to those types of class actions. 

 The history of class action law provides further support for this new use of the class action 

procedure.  Soon after Rule 23’s adoption in 1966, parties began asking courts to certify settlement 

class actions, that is, cases that had already been settled prior to the court’s certification of a class.  

See, e.g., Philadelphia Hous. Auth. v. Am. Radiator & Standard Sanitary Corp., 323 F. Supp. 364 

(E.D. Pa. 1970), aff'd and modified sub nom. Ace Heating & Plumbing Co. v. Crane Co., 453 F.2d 

30 (3d Cir. 1971).  This development was deemed novel and had its share of detractors.  See 

Manual for Complex Litigation § 1:46 (4th ed. 1977) (“There is, to say the least, serious doubt that 

this practice is authorized by Rule 23 as amended, even if it is conceded that the courts are expected 

to develop new methods of employing the amended Rule 23.”).  Many critics made the same 
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argument then that detractors of the proposed negotiation class make now:  that the use is not 

authorized by the rule.  The lower courts rejected this argument, and in its 1997 decision in the 

Amchem case, the Supreme Court affirmed that Rule 23 authorized settlement class actions.  

Amchem, 521 U.S. at 618 (noting that “all Federal Circuits recognize the utility of Rule 23(b)(3) 

settlement classes” and approving use of the device).  The Defendants’ reliance on Amchem for 

the proposition that “in recent years [the Supreme Court has] repeatedly warned that new 

innovations that go beyond the express scope of Rule 23 are prohibited,” Doc. #: 1949 at 8 n.8, is 

therefore unpersuasive and inapposite.   

 Finally, it is not surprising that the history of Rule 23 supports different uses of the class 

action device, and the text does not prohibit these, because Rule 23 is equitable in nature and its 

purpose is to provide practical means for addressing complex litigation problems.  Myriad judicial 

decisions have accordingly supported liberal application of Rule 23.  See, e.g., Schneider v. Elec. 

Auto-Lite Co., 456 F.2d 366, 370 (6th Cir. 1972) (“[T]he District Court was correct in liberally 

interpreting Rule 23 in order to avoid burdensome litigation and to give efficient disposition to this 

action.”).  

 One aspect of the negotiation class action process that differs from a settlement class action 

is that class members must make their decision whether to opt out before knowing the size of the 

settlement.  Some argue this violates the Due Process Clause.  Doc. #: 1958 at 8–12.  It does not.  

In a normal trial class action, class members must make their opt-out decision at the outset of the 

suit, before the result is known, and no one argues that process is unconstitutional.  Moreover, in 

that process, if their trial attorneys later settle the case, Rule 23 enables a Court to offer a second 

opt-out opportunity but does not require it to do so.  Fed. R. Civ. P. 23(e)(4).  If there were a 

constitutional right to opt out once the outcome was known, Rule 23 would require a second opt-
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out opportunity, not just authorize it.  Here, class members are given sufficient information to 

make an informed decision about whether they want to bind themselves to a negotiation process, 

from which they will receive a known portion of the outcome and in which they will get a right to 

vote on the settlement.  Moreover, the Court always retains the option of enabling a second opt-

out opportunity if circumstances require.   

 The Defendants also note that a few courts have rejected the 75% voting idea when 

employed outside the class action context, Doc. #: 1949 at 25–26 (citing Tax Auth., Inc. v. Jackson 

Hewitt, Inc., 898 A.2d 512, 521 (N.J. 2006); Hayes v. Eagle-Picher Indus., Inc., 513 F.2d 892, 

894–95 (10th Cir. 1975)), and argue that the voting process therefore cannot be employed within 

the class action context.  But the two contexts are distinct:  class members in class actions, unlike 

individual mass tort plaintiffs, are not given individualized settlement approval rights.  All class 

members are automatically bound unless they can and do opt out.  Moreover, in a normal 

settlement class action, class members may either object or opt out, but if they object and lose their 

objection, they cannot then opt out:  they are instead bound to a settlement with which they 

disagree.  The voting process is therefore consistent with the class action mechanism. 

 More generally, the Defendants argue that a negotiation class violates Article III because 

it is somehow unrelated to a judicial function.  Doc. #: 1949 at 7–8.  They concede, as they must, 

that a settlement class is legitimate, noting that it assists a court in its judicial function of “entering 

a judgment of approval on a class settlement.”  Id. at 8.  But negotiation class certification serves 

an even more important judicial function at an even more important juncture in the litigation:  in 

certifying a negotiation class, the Court undertakes the familiar judicial function of ensuring that 

the class certification requirements are met and the absent class members’ interests are protected 

by those who purport to represent them, prior to those agents negotiating a settlement for the 
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absent class members.  Negotiation class certification therefore corrects one of the long-standing 

concerns of settlement class actions:  that un-approved agents have settled un-certified claims.  

See, e.g., Ace Heating & Plumbing Co. v. Crane Co., 453 F.2d 30, 33 (3d Cir. 1971) (examining 

argument that lawyer, “having bargained the settlement terms with defendants prior to his official 

designation by the court as class representative . . . may be under strong pressure to conform to the 

defendants’ wishes”).  Moreover, assisting parties in creating a settlement, particularly in a large 

case of this type with contested liability and adversarial litigation, is itself a meaningful judicial 

function.  See, e.g., In re Nat’l Prescription Opiate Litig., 927 F.3d 919, 923 (6th Cir. 2019) 

(noting, without censure, that “[t]he district court presiding over this potentially momentous MDL 

has repeatedly expressed a desire to settle the litigation before it proceeds to trial”). 

III. THE REQUIREMENTS OF CLASS CERTIFICATION ARE MET 

A. The Claims and Issues 

 Rule 23(c)(1)(B) states that: “An order that certifies a class action must define the class 

and the class claims, issues, or defenses, and must appoint class counsel under Rule 23(g).”  Fed. 

R. Civ. P. 23(c)(1)(B).  The Defendants argue that the movants have failed to proffer sufficient 

evidence in support of their motion and/or that the motion is not tethered to a particular complaint.  

Doc. #: 1949 at 9–13.  (Defendants also complain about a lack of discovery concerning the class 

representatives.  Id. at 12 n.13.  They filed two briefs in response to movants’ original proposal, 

Doc. ##: 1720, 1723, and appeared at the June 25, 2019 hearing on the motion, yet never asked for 

or filed a motion seeking discovery).   

 The current motion does not arise in a factual vacuum.  This MDL has been pending for 

nearly two years.  The Court has undertaken extensive review of the factual and legal issues in the 

case.  Several bellwether trials will commence shortly and the Court has ruled on critical motions 
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to dismiss, myriad discovery matters, and a variety of complex and voluminous summary judgment 

motions.  The Court and parties are deeply steeped in the legal and factual issues in the case, and 

the extensive record of the case – now over 2,500 entries on the MDL docket alone – provides 

more than sufficient factual and legal context for a decision on class certification.  The Defendants’ 

concern that the present motion is not tethered to a specific complaint implies that there is an 

absence of relevant pleading in this matter.  If there is a problem in this case, however, it is one of 

glut, not famine:  there are more than 2,000 complaints pending here, many of which exceed 300 

pages in length.  Although parties sometimes make class allegations in their complaint, Defendants 

point to no precedent holding that class allegations in a complaint are a necessary prerequisite to 

a class certification motion under Rule 23; similarly, although in MDLs of this type there are 

sometimes master complaints, there is no MDL-specific (or any other) rule requiring such a 

complaint and, absent specific agreement to the contrary, such complaints are typically purely 

administrative in nature.  See William B. Rubenstein, 3 Newberg on Class Actions § 10:15 (5th ed. 

2019) [hereinafter Newberg on Class Actions]. 

 Contrary to the Defendants’ assertions, the movants specifically point the Court to the 

allegations contained in Cuyahoga County, Ohio’s pleadings.  Doc. #: 1820-1 at 78 n.40.  Given 

the Court’s extensive knowledge of the heavily-developed legal and factual record in this matter, 

and the discretion Rule 23 delegates to it, the Court adopts movants’ approach but utilizes as its 

reference the allegations in substantially similar complaints filed by Summit County, Ohio (Doc. 

##: 513, 1466).  The Court references the Summit County pleadings for several inter-related 

reasons:  (1) Summit County is one of two bellwether cases set for trial in the coming month, with 

its facts and legal allegations well-known to the Court and litigants; (2) Summit County’s 

complaint was extensively tested through motions to dismiss covering thousands of pages of 
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documents and nearly a year of litigation, Doc. #: 1203; (3) Summit County’s complaint was the 

basis of a “short form complaint” process that enabled all plaintiffs in this MDL to incorporate by 

reference certain of the legal and factual allegations therein, Doc. #: 1282; (4) the vast bulk of the 

49 putative class representatives – and numerous other plaintiffs – have accordingly adopted the 

Summit County pleadings.3   

 The Summit County complaint and related short-form complaint enabled MDL plaintiffs 

– by checking a few boxes – to adopt two federal RICO claims and a set of factual allegations 

encompassing, inter alia, issues arising out of the federal Controlled Substances Act.  The first 

RICO claim, levelled against manufacturers labelled “RICO Marketing Defendants,” alleges the 

manufacturers engaged in a variety of activities that misled physicians and the public about the 

need for and addictiveness of prescription opioids, all in an effort to increase sales.  See Summit 

County Pleadings, Doc. #: 513, ¶¶ 814–48 (facts), ¶¶ 878–905 (law), Short Form Complaint 

Ruling, Doc. #: 1282-1 at 3 ¶3, at 3–4, ¶5.  The second RICO claim, levelled against manufacturers 

and distributors labelled “RICO Supply Chain Defendants,” alleges these defendants ignored their 

responsibilities to report and halt suspicious opioid sales, all in an effort to artificially sustain and 

increase federally-set limits (quotas) on opioid sales.  See Summit County Pleadings, Doc. #: 513, 

¶¶ 849–77 (facts) ¶¶ 906–38 (law), Short Form Complaint Ruling, Doc. #: 1282-1 at 3 ¶3, at 3–4, 

¶5.  The complaints also allege that the Controlled Substances Act required the manufacturers, 

                                                 
3 The Court is aware that as Summit County’s bellwether trial has approached, the County has 
settled with some defendants and that the County is no longer proposed as a class representative.  
Doc. #: 2583 at 5.  However, using its complaints as the reference for analysis of the claims and 
issues suitable for class certification remains appropriate given that so many other plaintiffs here 
have adopted those same claims and issues through the short-form process and/or have filed 
complaints that are substantially identical in relevant passages to the Summit County complaint.  
See, e.g., Second Amended Complaint of Cabell County Commission (W.Va.), Doc. #: 518; 
Second Amended Complaint of County of Monroe, Michigan, Doc. #: 522; Second Amended 
Complaint of Broward County, Florida, Doc. #: 525.  
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distributors, and pharmacies to create internal systems to identify, report, and suspend unlawful 

opioid sales, and that defendants failed to meet those obligations; these factual allegations underlie 

the second RICO claim above and are also pertinent to adjudication of myriad state-based legal 

claims, from public nuisance to negligence.  See Summit County Pleadings, Doc. #: 513, ¶¶ 504, 

506–659, Short Form Complaint Ruling, Doc. #: 1282-1 at 3 ¶ 3. 

 Based on these pleadings, which are common across many, if not most, of the MDL 

litigants and putative Class Representatives, the Court will analyze the movants’ request to certify 

for class treatment:4 

1. a RICO claim arising out of the alleged Opioid Marketing Enterprise, as against 
five (5) named Defendants – Purdue, Cephalon, Janssen, Endo, and 
Mallinckrodt – under Rule 23(b)(3) (Doc. #: 1820-1 at 83); 
 

2. a RICO claim arising out of the alleged Opioid Supply Chain Enterprise, as 
against eight (8) named Defendants – Purdue, Cephalon, Endo, Mallinckrodt, 
Actavis, McKesson, Cardinal, and AmerisourceBergen – under Rule 23(b)(3) 
(Doc. #: 1820-1 at 84); and, 
 

3. two issues related to Defendants’ obligations under the Controlled Substances 
Act, against thirteen (13) named Defendants – Purdue, Cephalon, Endo, 
Mallinckrodt, Actavis, Janssen, McKesson, Cardinal, AmerisourceBergen, 
CVS Rx Services, Inc., Rite-Aid Corporation, Walgreens, and Wal-Mart – 
under Rule 23(c)(4) (Doc. #: 1820-1 at 91 n.46 & at 84–86):    
 

a. What are the specific obligations of each defendant under the federal 
Controlled Substances Act (“CSA”), 21 U.S.C. § 801 et seq. and its 
implementing regulations, 21 C.F.R. § 1301 et seq., arising out of the 
requirement that registrants “provide effective controls and procedures 
to guard against theft and diversion of controlled substances,” 21 C.F.R. 
§ 1307.71(a)? 
 

b. Did each defendant’s action satisfy these obligations with respect to 
prescription opioids?  

                                                 
4 The Court uses simple names for the 13 Defendants listed in the following numbered paragraphs, 
but adopts the definitions of the related Defendant entities set out in the Summit County 
Complaint, Doc. #1466 at 13–35. 
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B. The Class Certification Standard 

 The Sixth Circuit has held that: “Any class certification must satisfy Rule 23(a)’s 

requirement of numerosity, commonality, typicality, and adequate representation [and] fit under 

at least one of the categories identified in Rule 23(b).”  Clemons v. Norton Healthcare Inc. Ret. 

Plan, 890 F.3d 254, 278 (6th Cir. 2018).  Under Rule 23(b)(3), class certification is appropriate if 

(1) “the questions of law or fact common to class members predominate over any questions 

affecting only individual members,” and (2) class resolution “is superior to other available methods 

for fairly and efficiently adjudicating the controversy.” Fed. R. Civ. P. 23(b)(3).  Additionally, 

Rule 23(c)(4) states that “[w]hen appropriate, an action may be . . . maintained as a class action 

with respect to particular issues.” Fed. R. Civ. P. 23(c)(4).  The Sixth Circuit recently affirmed the 

utility of such “issue certification,” explaining that Rule 23(c)(4) “contemplates using issue 

certification to retain a case’s class character where common questions predominate within certain 

issues and where class treatment of those issues is the superior method of resolution.”  Martin v. 

Behr Dayton Thermal Prod. LLC, 896 F.3d 405, 413 (6th Cir. 2018), cert. denied, 139 S. Ct. 1319 

(2019).  After confirming existence of a cognizable class, this Court will accordingly consider all 

of the factors of Rule 23(a) and 23(b)(3) as they apply to both the RICO claims and the CSA issues, 

as against each relevant Defendant.   

C. The Class is Ascertainable 

 Rule 23(b)(3) classes must be ascertainable.  Cole v. City of Memphis, 839 F.3d 530, 541 

(6th Cir. 2016).  For a class to be ascertainable, the “class definition must be sufficiently definite 

so that it is administratively feasible for the court to determine whether a particular individual is a 

member of the proposed class.”  Young v. Nationwide Mut. Ins. Co., 693 F.3d 532, 537–38 (6th 

Cir. 2012) (citation omitted).  It is administratively feasible for the Court to determine class 
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membership if the class is defined by reference to objective criteria, and with reasonable accuracy.  

See id. at 538–39; Rikos v. Procter & Gamble Co., 799 F.3d 497, 525 (6th Cir. 2015).  

 The present motion seeks certification of a single national class, defined as: 

all counties, parishes, and boroughs (collectively, “counties”); and all incorporated places, 
including without limitation cities, towns, villages, townships, and municipalities, as 
defined by the United States Census Bureau (collectively “cities”) as listed on the Opioids 
Negotiation Class website, opioidsnegotiationclass.com. 
 

Doc. #: 1820 at 3. The class definition is based on purely objective criteria and is accompanied by 

an Excel spreadsheet at the website that lists the names of each of the proposed class members in 

34,458 rows.  The class is therefore not only ascertainable, its membership has been ascertained.  

Defendants argue that the complexity of governmental structures across the country creates some 

ambiguous situations and they provide a single such example.  Doc. #: 1949 at 3 n.3.  Such minor 

technical issues can be worked out going forward.  For purposes of class certification, the Court 

finds that the class is adequately defined. 

D. Rule 23(a)(1):  The Class is So Numerous That Joinder is Impracticable 

 Rule 23(a)(1) requires that the class be “so numerous that joinder of all members is 

impracticable.”  Fed. R. Civ. P. 23(a)(1).  The Sixth Circuit has held that “no strict numerical test 

exists to define numerosity,” In re Whirlpool Corp. Front-Loading Washer Prod. Liab. Litig., 722 

F.3d 838, 852 (6th Cir. 2013), but that “‘substantial’ numbers . . . are sufficient to satisfy this 

requirement.”  Id.  The proposed class consists of 34,458 public entities dispersed throughout the 

entire United States.  Defendants explicitly concede that “numerosity is self-evident here.”  Doc. 

#: 1949 at 13.  The Court finds that the class is so numerous that joinder of all members would be 

impracticable and thus that this requirement has been satisfied.   
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E. Rule 23(a)(2):  There are Common Questions of Law or Fact 

 Rule 23(a)(2) requires plaintiffs to prove that “there are questions of law or fact common 

to the class.”  Fed. R. Civ. P. 23(a)(2).  Despite the Rule’s use of the plural “questions,” the 

Supreme Court has held that a single common question will suffice.  Wal-Mart Stores, Inc. v. 

Dukes, 564 U.S. 338, 359 (2011).  Yet, “because the commonality requirement is qualitative, not 

quantitative,” 1 Newberg on Class Actions § 3:22, at least one common issue must be central to 

the litigation, see Wal-Mart, 564 U.S. at 350 (“That common contention, moreover, must be of 

such a nature that it is capable of classwide resolution—which means that determination of its truth 

or falsity will resolve an issue that is central to the validity of each one of the claims in one 

stroke.”).   

 This putative class action occurs within a multi-district litigation (MDL).  In creating this 

MDL, the Judicial Panel on Multidistrict Litigation (JPML) has steered thousands of individual 

actions pending throughout the nation to this Court.  Its authority to do so turns on the presence of 

common questions.  28 U.S.C. § 1407(a) (“When civil actions involving one or more common 

questions of fact are pending in different districts, such actions may be transferred to any district 

for coordinated or consolidated pretrial proceedings.”).  In initiating this MDL, the JPML held: 

All actions involve common factual questions about, inter alia, the manufacturing 
and distributor defendants’ knowledge of and conduct regarding the alleged 
diversion of these prescription opiates, as well as the manufacturers’ alleged 
improper marketing of such drugs.  Both manufacturers and distributors are under 
an obligation under the Controlled Substances Act and similar state laws to prevent 
diversion of opiates and other controlled substances into illicit channels.  Plaintiffs 
assert that defendants have failed to adhere to those standards, which caused the 
diversion of opiates into their communities.   
 

Doc. #: 1 at 3.  Rejecting the argument that uncommon issues would generate inefficiencies if an 

MDL were formed, the JPML concluded: “All of the actions can be expected to implicate common 
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fact questions as to the allegedly improper marketing and widespread diversion of prescription 

opiates into states, counties and cities across the nation . . . .”  Id. 

 While commonality for pre-trial centralization purposes under § 1407 may not be precisely 

the same test as commonality for class certification purposes under Rule 23, it is close5 and, 

regardless, the JPML’s recitation, like the movants’ papers, Doc. #: 1820-1 at 64–66, 81, identifies 

common issues that are qualitatively decisive for Rule 23 purposes.  Moreover, there is direct 

evidence of the commonality of the claims and issues in this matter given that the short-form 

complaint process enabled MDL plaintiffs to adopt these specific claims and issues, and many did 

so.  The Court finds that there are questions of both law and fact, as to the specified claims and 

issues, common to the class with respect to each relevant Defendant; the discussion in sub-section 

I, below, concerning whether these common questions predominate, sets forth with more 

particularity the specific common RICO and CSA issues.   

F. Rule 23(a)(3):  The Class Representatives’ Claims are Typical of Those of the Class 

 Rule 23(a)(3) requires that “the claims or defenses of the representative parties [be] typical 

of the claims or defenses of the class.”  Fed. R. Civ. P. 23(a)(3).  “Typicality is met if the class 

members’ claims are ‘fairly encompassed by the named plaintiffs’ claims’” such that “by pursuing 

their own interests, the class representatives also advocate the interests of the class members.”  In 

re Whirlpool Corp., 722 F.3d at 852–53 (6th Cir. 2013) (quoting Sprague v. Gen. Motors Corp., 

                                                 
5 Defendants rely on In re Saturn L-Series Timing Chain Prod. Liab. Litig., No. 8:07CV298, 2008 
WL 4866604, at *25 n.21 (D. Neb. Nov. 7, 2008) to argue that “[c]lass certification thus cannot 
be bootstrapped from the existence of an MDL.”  Doc. #: 1949 at 27.  But the footnote that they 
reference distinguished the JPML’s finding of commonality from Rule 23’s finding of 
predominance.  Moreover, in referencing the JPML’s commonality finding as a good description 
of the common issues in this case, the Court is not “bootstrapping” on those findings; it is making 
its own independent determination of the presence of these findings and using the JPML’s 
recitation as a descriptor. 
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133 F.3d 388, 399 (6th Cir. 1998)).  “The test for typicality is not demanding . . . . [T]he plaintiffs’ 

claims need not be identical to those of the class; typicality will be satisfied so long as the named 

representatives' claims share the same essential characteristics as the claims of the class at large.”  

1 Newberg on Class Actions § 3:29 (internal quotation marks and footnotes omitted). 

 As to the claims and issues identified for class treatment, the Court finds that the Class 

Representatives’ claims are typical of those of the Class.  The movants propose a total of 49 

different counties and cities – from 30 states – to serve as Class Representatives.6  The Court has 

reviewed the complaints (and where filed, short-form complaints) of each of the 49 proposed Class 

Representatives.  These complaints demonstrate that the Class Representatives and the absent 

Class Members share an identity of interests.  All are cities or counties, and are all generally 

interested in the same end: recouping money they have been forced to pay to address the opioid 

epidemic and ameliorating that epidemic.  If the Class Representatives pursue their own interests 

identified in these complaints, they will necessarily be pursuing the interests of the absent class 

members.  There is nothing unique about any of the proposed Class Representatives that would set 

them apart in meaningful ways from the absent class members.   

 The Defendants set forth a list of contentions to the contrary, Doc. #: 1949 at 38–39, but 

most are either irrelevant, recede in importance given the Court’s adoption of the short-form 

complaint claims and issues for certification (“Differences in the causes of action asserted in the 

complaints . . . Differences in the identities of the defendants . . . Differences in the nature and 

quality of evidence available . . . .”), or are differences that do not defeat typicality (“Differences 

in the . . . scope of opioid-related harms . . . .”), see Daffin v. Ford Motor Co., 458 F.3d 549, 553 

                                                 
6 The movants initially proposed 51 class representatives, Doc. #: 1820 at 2, but later withdrew 
two (Cuyahoga County, Ohio and Summit County, Ohio).  Doc. #: 2583 at 5. 
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(6th Cir. 2006) (finding typicality requirement met where class representative’s and “other class 

members’ claims arise from the same practice . . . [and] the same defect . . . and are based on the 

same legal theory. Typicality is satisfied despite the different factual circumstances regarding the 

manifestation of the [defect] . . .”); 1 Newberg on Class Actions § 3:43 (“Courts routinely find that 

the proposed class representative's claims are typical even if the amount of damages sought differ 

from those of the class or if there are differences among class members in the amount of damages 

each is claiming.”).  

 As to the RICO claims and CSA issues, the proposed Representatives’ claims align with 

those of the class.  The Court therefore finds that the claims of the 49 proposed Class 

Representatives are typical of those of the Class, as to the specified claims and issues, with respect 

to each relevant Defendant.   

G. Rule 23(a)(4):  The Class Representatives Will Adequately Represent the Class 

 Rule 23(a)(4) requires that “the representative parties will fairly and adequately protect the 

interests of the class.”  Fed. R. Civ. P. 23(a)(4).  The Court looks to two criteria in determining 

adequacy of representation: “1) the representative must have common interests with unnamed 

members of the class, and 2) it must appear that the representatives will vigorously prosecute the 

interests of the class through qualified counsel.”  Young v. Nationwide Mut. Ins. Co., 693 F.3d 532, 

543 (6th Cir. 2012) (quoting In re Am. Med. Sys., Inc., 75 F.3d 1069, 1083 (6th Cir. 1996)).    

 Movants propose 49 Class Representatives.  In their moving brief, movants describe each 

entity and briefly summarize how the opioid epidemic has impacted it.  Doc. #: 1820-1 at 19–46.  

As above, the Court has also reviewed all of the relevant complaints and short-form complaints.  

Those documents demonstrate that each of the proposed Class Representatives is a member of the 

Class and each shares the same overriding interests as the other members of the Class in addressing 
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the consequences of the opioid epidemic.  Moreover, as each of these entities is a governmental 

unit – some, like Chicago, enormous – the Court is confident that the representatives have the 

capacity to perform the functions of being actively engaged in the litigation, assisting Class 

Counsel with settlement negotiations, and, importantly, monitoring Class Counsel to ensure that 

the Class’s interests remain paramount. 

 Most, if not all, of the proposed Class Representatives are entities that have been active in 

opioid litigation prior to the filing of the class action motion (“litigating entities”).  This of course 

is of great value to the class:  the litigating entities understand the case best and have been 

expending their own resources for years in a way that may now benefit the whole class.  Many are 

large counties or cities with significant resources, skilled counsel, and enormous expertise as to 

the opioid epidemic.  Who better to serve as representatives of a class?  Defendants latch on to the 

fact that the allocation mechanism favors class representatives that primarily seek monetary relief 

for past damages over non-litigating entities that may be more interested in non-monetary relief, 

Doc. #: 1949 at 21–22, and that the voting scheme requires separate sets of approval from litigating 

and non-litigating entities, Doc. #: 1949 at 23–25.  Below, the Court addresses the fairness of the 

allocation mechanism and finds no immediate fault.  For present purposes, it reveals no 

fundamental conflict between litigating and non-litigating entities as to pursuit of this case against 

the Defendants that would render the list of 49 proposed representatives inadequate.  See 1 

Newberg on Class Actions § 3:58 (“Only conflicts that are fundamental to the suit and that go to 

the heart of the litigation prevent a plaintiff from meeting the Rule 23(a)(4) adequacy 

requirement.”).  Similarly, the Court rejects the Defendants’ contention that there is a fundamental 

conflict between counties as a group and cities as a group that would require separate counsel and 

sub-classing.  Doc. #: 1949 at 19–21, 25.  It is true that if a settlement is reached, each county and 
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its constituent cities will need to work together – or, arguably, negotiate against one another – to 

divide the county-level allocation amongst themselves.  But these negotiations are local in nature, 

will vary county to county, and, contrary to the Defendants’ assertions, there is not one set of 

interests shared by all counties that fundamentally conflicts with one set of interests shared by all 

cities. 

 Lesser concerns are as easily dismissed.  The State Attorneys General suggest that the range 

of Class Representatives is incomplete because it does not encompass representatives from each 

of the 50 states nor, they allege, from “smaller counties and cities.”  Doc. #: 1951 at 7; see also 

Doc. #: 1973 at 5.  Here, the Court has considered for certification two federal (RICO) claims and 

several issues related to federal law (CSA) that are similar across the country and class.  This is 

not a situation requiring class representatives from each of the 50 states.  Moreover, the list of 

Class Representatives encompasses smaller areas such as Cass County, North Dakota; City of 

Concord, New Hampshire; County of Fannin, Georgia; and County of Gooding, Idaho.  Doc. #: 

1820 at 1.  Importantly, as discussed more fully below, the allocation formula rebuts any concerns 

that hard-hit small counties are disadvantaged in some way by the movants’ proposal.  Finally, 

some of the Class Representatives are individually represented by lawyers who simultaneously 

represent States that are objecting to certification of this Class.  Doc. ##: 1949 at 17; 1949-2 at 16–

17.  The Court finds that this situation does not disqualify these entities from serving as Class 

Representatives.7  The Class Representatives themselves have no conflict and, as generally large 

governmental units, they have the capacity to balance advice they might get from their individual 

                                                 
7 Defendants’ citation to the Seventh Circuit decision in Culver v. City of Milwaukee, 277 F.3d 
908, 913 (7th Cir. 2002), on this point is inapposite.  Doc. #: 1949 at 18.  That case did not deal 
with the question of a class representative’s separate lawyer, but rather with the class 
representative’s lawyer as (former) class counsel.  Culver, 277 F.3d at 913. 
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lawyers against their responsibilities to the whole Class.  The Court’s conclusion is buttressed by 

the fact that there are both dozens of other Class Representatives and a set of experienced Class 

Counsel, each of whom represents only counties and cities, not States. 

 Like the putative Class Members, the 49 proposed Class Representatives have allegedly 

been adversely impacted by the Defendants’ actions with regard to the manufacturing and 

distribution of opioids and they seek to be compensated for their losses.  The Court finds that the 

Class Representatives, individually and as a group, will adequately represent the interests of the 

class members, as to the specified claims and issues, with respect to each Defendant.   

H. Rule 23(g):  Class Counsel Are Adequate 

 Rule 23(g) states that “a court that certifies a class must appoint class counsel.”  Fed. R. 

Civ. P. 23(g).  In undertaking this appointment, the Rule directs the Court to consider: “(i) the 

work counsel has done in identifying or investigating potential claims in the action; (ii) counsel's 

experience in handling class actions, other complex litigation, and the types of claims asserted in 

the action; (iii) counsel's knowledge of the applicable law; and (iv) the resources that counsel will 

commit to representing the class.”  Id.  

 Movants propose the “the appointment of Jayne Conroy and Christopher Seeger as Co-

Lead Negotiation Class Counsel and Gerard Stranch, Louise Renne, Zachary Carter, and Mark 

Flessner as Negotiation Class counsel,” Doc. #: 1820 at 2, and have submitted Declarations from 

five of these lawyers, and a letter from one other, attesting to their experience, knowledge of the 

case, and willingness to commit resources.  Doc. ##: 1820-1, Ex. A; 1821.  As this Court has 

already held in appointing Interim Class Counsel: 

These documents demonstrate that Seeger is a very experienced and successful 
class action attorney, fully qualified to represent the Class. Two of the remaining 
five (Conroy and Stranch) have significant and impressive experience in leadership 
roles in mass tort MDLs in particular, Doc. #: 1820-1, Ex. A, while the remaining 
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three are or were legal counsel for large cities (Renne/San Francisco; Carter/New 
York; and Flessner/Chicago), Doc. #: 1820-1 at 52. All have been involved in 
opioid-related litigation. Applying Rule 23(g)’s four factor test, the Court finds that 
these lawyers are well-situated to represent the Class. 
 

Doc. #: 2490 at 3.   

 In its Orders regarding appointment of Interim Class Counsel, Doc. ##: 2490, 2493, the 

Court acknowledged the significant contributions to date of the MDL Negotiation Committee, the 

members of which are identified in Doc. #: 118.  While most of these lawyers will not serve as 

Class Counsel for the Negotiation Class, their depth of knowledge about this case and their general 

expertise can continue to provide significant benefit for the Class.  Accordingly, the Court’s Order 

will clarify that there is no bar to Class Counsel working with the MDL Negotiation Committee 

members in negotiating with Defendants, nor is there any bar to these MDL lawyers applying to 

share Class Counsel duties in the future should their representational situations change.  However, 

as the Court’s order appointing interim Class Counsel clarified, only Class Counsel will “(a) 

represent the Class in settlement negotiations with Defendants; (b) sign any filings with this or any 

other Court made on behalf of the Class; (c) assist the Court with functions relevant to a class 

action, such as but not limited to maintaining the Class website and executing a satisfactory notice 

program; and (d) speak on behalf of the Class in Court.”  Doc. #: 2490 at 5.  Thus, only Class 

Counsel can bind the Class and Class Counsel must independently approve all final decisions 

concerning any Class-based settlement and be the sole signatories on behalf of the Class of all 

Class-based term sheets, settlement agreements, or similar documents.   

 With these clarifications in the final certification order, the Court finds that the proposed 

Class Counsel will alone act for the Class and will fairly and adequately represent the interests of 

the class. 
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I. Rule 23(b)(3):  Common Questions of Law or Fact Predominate  

 Rule 23(b)(3) requires that “questions of law or fact common to class members 

predominate over any questions affecting only individual members.”  Fed. R. Civ. P. 23(b)(3).  

The predominance inquiry consists of two steps: “[a] court must first characterize the issues in the 

case as common or individual and then weigh which predominate.” Martin v. Behr Dayton 

Thermal Products LLC, 896 F.3d 405, 413 (6th Cir. 2018) (alteration in original) (quoting 2 

William B. Rubenstein, Newberg on Class Actions § 4:50 (5th ed. 2010)).  Common questions are 

those where “the same evidence will suffice for each member to make a prima facie showing.”  

Sandusky Wellness Ctr., LLC v. ASD Specialty Healthcare, Inc., 863 F.3d 460, 468 (6th Cir. 2017) 

(citation and internal quotation marks omitted).  

 1. RICO Claims 

 To prevail on their federal civil RICO claims, the Plaintiffs will have to establish that (1) 

the defendants committed a RICO violation, (2) there was an injury to the Plaintiffs’ businesses or 

properties, and (3) said injury occurred “by reason of” the RICO violation. See Aces High Coal 

Sales, Inc. v. Cmty. Bank & Tr. of W. Georgia, 768 F. App'x 446, 453 (6th Cir. 2019).  In turn, the 

elements of a RICO violation are “(1) conduct (2) of an enterprise (3) through a pattern (4) of 

racketeering activity.”  In re ClassicStar Mare Lease Litig., 727 F.3d 473, 483 (6th Cir. 2013) 

(citation omitted).  Each of these prongs then breaks down into various elements.  In the diagram 

below, the Court sets forth these elements and sub-elements and characterizes each as either 

common (blue) or individual (orange). 

  

Case: 1:17-md-02804-DAP  Doc #: 2590  Filed:  09/11/19  25 of 40.  PageID #: 413602



26 
 

RICO ELEMENTS: COMMON (BLUE) vs INDIVIDUAL (ORANGE) 
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 As is visually evident, there are a host of issues and sub-issues within the RICO claims.  

As applied to Plaintiffs’ allegations concerning the existence of two national enterprises that 

disseminated a set of standard falsehoods in marketing and distributing opioids, all of the elements 

except injuries are common, not individual.  Many courts have so held in similar circumstances.  

See, e.g., Just Film, Inc. v. Buono, 847 F.3d 1108, 1121 n.3 (9th Cir. 2017) (noting that the issues 

involved in proving a RICO violation “are appropriate for classwide litigation because they focus 

on” the defendants’ conduct); In re U.S. Foodservice Inc. Pricing Litig., 729 F.3d 108, 118 (2d 

Cir. 2013) (“[F]raud claims based on uniform misrepresentations . . . are appropriate subjects for 

class certification.”) (citation and internal quotation marks omitted); McMahon Books, Inc. v. 

Willow Grove Assocs., 108 F.R.D. 32, 39 (E.D. Pa. 1985). 

 Defendants argue that causation should be characterized as an individual issue, Doc. #: 

1949 at 37, but in this case – as to these RICO claims – the characterization of causation as 

common, not individualized, is supported by law and fact.  Legally, plaintiffs alleging RICO 

claims predicated on mail and wire fraud may show third-party reliance and “need not show, either 

as an element of [their] claim or as a prerequisite to establishing proximate causation, that [they] 

relied on the defendant’s alleged misrepresentations.”  Bridge v. Phoenix Bond & Indem. Co., 553 

U.S. 639, 661 (2008); see also Brown v. Cassens Transp. Co., 546 F.3d 347, 357 (6th Cir. 2008).  

Factually, this Court has already held that the “[p]laintiffs have alleged sufficient facts to support 

a . . . direct chain of causation” involving third-party reliance.  Doc. #: 1203 at 9–10 (listing steps 

in chain).  Specifically, the Plaintiffs argue they suffered injuries because others (doctors, patients, 

etc.) relied on the Defendants’ misrepresentations, enabling the Defendants to sell more opioids 

than the legitimate medical market could support.  Whether there was such third-party reliance is 

a question susceptible to class-wide proof, justifying characterization of this issue as common. 
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 The numerous common issues obviously predominate.  The fact that the “injury” prong 

alone is plausibly individualized does not alter this conclusion.  Predominance does not require 

that every element can be established by class-wide proof, see Sandusky, 863 F.3d at 468, and the 

predominance requirement is satisfied “when liability can be determined on a class-wide basis, 

even when there are some individualized damage issues,” Beattie v. CenturyTel, Inc., 511 F.3d 

554, 564 (6th Cir. 2007) (citation and internal quotation marks omitted).  Similarly, the fact that 

affirmative defenses may arise, and apply only to some class members, “does not compel a finding 

that individual issues predominate over common ones.”  Bridging Communities Inc. v. Top Flite 

Fin. Inc., 843 F.3d 1119, 1125 (6th Cir. 2016) (citations and internal quotation marks omitted).   

 Given this analysis, it is not surprising that many courts within this Circuit have found that 

common issues predominate in the adjudication of specific RICO claims.  See Williams v. Duke 

Energy Corp., No. 1:08-CV-46, 2014 WL 12652315 at *14 (S.D. Ohio Mar. 13, 2014); Lauber v. 

Belford High Sch., No. 09-CV-14345, 2012 WL 5822243 at *9 (E.D. Mich. Jan. 23, 2012) 

(bifurcating issues of liability and damages); Gokare v. Fed. Express Corp., No. 2:11-CV-2131-

JTF-CGC, 2013 WL 12094870 at *14 (W.D. Tenn. Nov. 22, 2013) (for settlement purposes).  This 

Court also so concludes. 

 2. CSA Issues 

 The pleadings in this case, as discussed above, raise several specific issues arising out of 

the Controlled Substance Act for which movants seek certification:  the nature of each Defendant’s 

obligations under the Act and the question of whether each Defendant complied with those 

obligations.  Doc. #: 1820-1 at 84.  These issues may arise in the adjudication of a federal (RICO) 

claim and of various state-law claims.  The Court finds that common issues predominate in the 

resolution of these two specific issues, standing alone.  Applying the Sixth Circuit’s holding in 
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Martin, the Court finds that both issues are “capable of resolution with generalized, class-wide 

proof” and “need only be answered once because the answers apply in the same way” across the 

Class.  Martin, 896 F.3d at 414.  The fact that these issues may be relevant to the pursuit of state-

based legal claims that vary across the class, or to legal claims that entail the resolution of 

individualized issues of causation or damages, “does not mean that [these] individualized inquiries 

taint the certified issues.”  Id.  On the contrary, the certified issues can be addressed without 

overlapping with other issues that may or may not be common.  For example, the Summit County 

complaint sets forth that the CSA issues are relevant to, inter alia, its common law absolute public 

nuisance claim, Doc. #: 513 at ¶ 1010, and its negligence claim, id. at ¶¶ 1042, 1045, 1060.  

Resolution of the certified issues would speak to the duty and breach elements of a negligence 

claim, for example, without pretermitting non-class resolution of the causation and damage 

elements.  Moreover, since the Court is certifying for classwide treatment only the specific issues 

identified, there are no “individualized inquiries that outweigh the common questions prevalent 

within each issue.” Martin, 896 F.3d. at 414 (emphasis added).8 

 In sum, the Court finds that common issues predominate over individualized issues with 

respect to both the RICO claims and the CSA issues, with respect to each specifically-identified 

Defendant.  

                                                 
8 Heeding the Sixth Circuit’s guidance, the Court is aware of the potential Seventh Amendment 
concerns raised by issue class certification and “will take care to conduct any subsequent 
proceedings in accordance with the Reexamination Clause.”  Id. at 416–17.  Of course, since the 
Court is certifying the class solely for purposes of negotiation, these concerns are not present.  
Nonetheless, the Court notes the Sixth Circuit’s conclusion that, “if done properly, bifurcation will 
not raise any constitutional issues.”  Id. at 417 (citations and internal quotation marks omitted). 
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 J. Rule 23(b)(3):  A Class Action is a Superior Method of Adjudication  

 For a class action to be maintained, Rule 23(b)(3) requires the Court to determine that “a 

class action is superior to other available methods for fairly and efficiently adjudicating the 

controversy.”  Fed. R. Civ. P. 23(b)(3).  This requirement “is designed to achieve economies of 

time, effort, and expense, and promote . . . uniformity of decision as to persons similarly situated, 

without sacrificing procedural fairness or bringing about other undesirable results.” Pipefitters 

Local 636 Ins. Fund v. Blue Cross Blue Shield of Michigan, 654 F.3d 618, 630 (6th Cir. 2011) 

(alteration in original) (internal quotation marks omitted) (quoting Amchem Prod., Inc. v. Windsor, 

521 U.S. 591, 615 (1997)).  Rule 23(b)(3) itself further enumerates four specific factors speaking 

to the desirability of a class suit.  Fed. R. Civ. P. 23(b)(3)(A)–(D).  Here, all cut in favor of 

certification of both the two RICO claims and two CSA issues as against all Defendants: 

 1. The class members’ interests in individually controlling the prosecution or defense 

of separate actions.  This MDL consists of nearly 2,000 individual actions by class members.  That 

would appear to cut against class certification, as it seems that many class members are capable 

of, and are, litigating individually.  However, the proposed class consists of more than 34,000 

entities, meaning that a small fraction of them (fewer than 6% here in federal court) are litigating 

individually.  The vast bulk of class members are not actively involved in opioid litigation.  This 

factor cuts in favor of certifying a nationwide class.  This is particularly true in the negotiation 

class certification context for two reasons:  (a) any litigant interested in individually controlling its 

action can opt out and the proposed procedure will in no way interfere with that individual 

litigation, yet (b) negotiation class certification simultaneously engages absent class members in 

the negotiation and voting process.  To the extent this factor favors individual control and 

involvement, the Court finds that the negotiation class will further that end, not impede it. 
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 2. The extent and nature of any litigation concerning the controversy already begun 

by or against class members.  As just noted, there are about 2,000 individual cases within this 

federal MDL and many more filed in state courts.  Among those in coordinated pre-trial 

proceedings in this forum, a few have advanced toward bellwether trials, but all others are at earlier 

litigation phases.  The proposed negotiation class will not displace or interfere with any of this on-

going litigation.  At the same time, this on-going litigation will resolve only a small quantity of 

the class’s claims, as noted above, meaning that the extent of the on-going litigation is limited 

compared to the size of the class.  This factor cuts in favor of certifying a nationwide negotiation 

class. 

 3. The desirability or undesirability of concentrating the litigation of the claims in the 

particular forum.  The JPML has already coordinated the many pending cases in this forum.  This 

factor therefore cuts in favor of certifying a negotiation class, as a class approach is an efficient 

means of handling the 2,000 individual matters that are here. 

 4. The likely difficulties in managing a class action.  This prong is inapplicable to the 

proposed negotiation class, as the proposal is not for litigation or trial, but simply for settlement 

negotiations.  Amchem, 521 U.S. at 620 (holding that where the plaintiffs’ class certification 

“proposal is that there be no trial,” it is unnecessary to “inquire whether the case, if tried, would 

present intractable management problems”).  

 The Attorney General of the State of Ohio argues that a class action is not a superior form 

of adjudication because the claims are more properly the province of the States, not the cities and 

counties.  Doc. #: 1973 at 4.   The letter joined by roughly 40 Attorneys General implies the same 

point without explicitly saying so.  Doc. #: 1951 at 3–4.  If the Attorneys General believe they 

control their local governments’ litigation, then they can attempt to foreclose it directly.  To date, 
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they have made no effort in this Court to shut down their constituent entities’ cases.  Until they do 

so, this Court remains vested with more than 2,000 separate actions by cities and counties from 

throughout the United States.  The Court cannot pretend these cases do not exist.  The Judicial 

Panel on Multidistrict Litigation has ordered it to coordinate pretrial litigation in most of these 

cases and Article III requires it to resolve those directly filed here. 

* * * 

 For the foregoing reasons, the Court finds that all of the class certification requirements 

are met with respect to the two RICO claims and two CSA issues, as to each relevant Defendant 

on each claim or issue.  In reaching these conclusions, the Court makes clear that it has not certified 

these claims or issues for trial.  Because of the limited nature of negotiation class certification, 

including the fact that no defendant is required to utilize this process, many Defendants in this 

MDL did not even file opposition briefs.  The analysis in this Memorandum Opinion is in no way 

meant to foreclose any Defendant from making any argument in opposition to a later motion for 

class certification, if such a motion is ever made here or in another forum.  The Court’s Order will 

so hold.  
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IV. THE COURT WILL LIKELY BE ABLE TO FIND THAT THE ALLOCATION 
AND VOTING PLAN TREAT CLASS MEMBERS EQUITABLY RELATIVE TO 
EACH OTHER 

 
 Rule 23 requires judicial approval of any proposed class action settlement.  Fed. R. Civ. P. 

23(e).  The Rule sets forth a two-step process whereby the Court first ascertains whether the 

settlement is sufficiently likely to be approved as to warrant sending notice of it to the class, Fed. 

R. Civ. P. 23(e)(1)(B)(i), and then, after a notice and objection period, the Court makes a final 

determination of whether the settlement is “fair, reasonable, and adequate,” Fed. R. Civ. P. 

23(e)(2).  One of the factors the Court must consider in making these assessments is whether “the 

proposal treats class members equitably relative to each other.”  Fed. R. Civ. P. 23(e)(2)(D).  This 

means that if a monetary settlement is reached, this Court will be required to find that the money 

is being allocated fairly among the class members. 

 At this stage in the case, no settlement has been reached.  However, with the negotiation 

class certification proposal, the movants have identified the settlement allocation and voting plans 

up front.  They have done so to provide information to each class member about its relative share 

of any settlements reached and its relative enfranchisement under this proposal, so as to make the 

class member’s current opt-out opportunity as meaningful as possible.  The allocation and voting 

plans are therefore fixed – class members will make opt-out decisions based on them – and they 

will not change if a settlement is reached.  Given that this class certification order could set in 

motion an elaborate negotiation and settlement process, the Court has stated that it should make a 

preliminary determination of the equity of these plans, given that it “would be perverse – and an 

enormous waste of judicial and social resources – to launch this whole negotiation class only to 

later hold that the allocation scheme, identified at the outset, was inequitable ab initio.”  Doc. #: 

2529 at 3. 
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 The Court specifically focused on the fact that both the voting and allocation plans 

distinguish between: (1) putative class members that filed litigation arising out of the opioid 

epidemic by June 14, 2019 (“litigating entities”), Doc. #: 1820-1 at 52, and (2) those class members 

that had not filed such litigation (“non-litigating entities”).  As noted above, 10% of any settlement 

achieved for the Class will be set aside to help defray the legal fees of the litigating entities alone, 

with any unused portion flowing back into the full class’s recovery fund, Doc. #: 1820-1 at 95–96; 

another 15% of any settlement is set aside for two purposes, one of which is to help defray the 

litigation expenses of the litigating entities alone, with, again, any unused portion flowing back 

into the full class’s recovery fund, id. at 96; the proposed voting structure requires separate 

supermajority approvals from different sets of litigating class members and non-litigating class 

members, id. at 53-55; and litigating entities primarily drafted the proposal.  To assist the Court in 

evaluating these distinctions, and in lieu of sending notice to and seeking reactions from the whole 

class at this stage in the proceedings, the Court asked Special Master Cathy Yanni to file a report 

analyzing whether the proposed allocation and voting plans treat the non-litigating class members 

equitably.  Doc. #: 2529. 

 On September 10, 2019, Special Master Yanni filed a 17-page report in response to the 

Court’s request.  Doc. #: 2579.  The Court has carefully reviewed Special Master Yanni’s 

thoughtful and thorough report and adopts her findings.  As to the allocation plan, the Court agrees 

with Special Master Yanni’s conclusion that the method for allocating the core class recovery 

(75% of the fund) reflects a lot of hard work and is a significant and eminently fair step toward 

resolution of these many cases.  Nothing in the allocation model appears to skew toward any group 

other than those hardest hit by the opioid epidemic.  The Attorney General of Ohio argues that the 

model favors large cities (many of which serve as Class Representatives), as opposed to smaller 
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hard-hit counties he identifies by name, Doc. #: 1973 at 5, but his understanding is incorrect.  A 

review of the allocations to the counties he identifies demonstrates that the smaller, hard-hit 

counties appropriately receive more recovery per capita than larger counties that have been less-

severely impacted.9  Similarly, a handful of counties filed an objection to the plan, arguing that the 

counties hardest hit by the epidemic, as measured by the allocation tool, are not necessarily the 

same counties that have been forced to expend the most resources combatting the epidemic.  Doc. 

#: 1958 at 6–7.  The model sets aside 15% of the class’s recovery in its Special Needs Fund to, 

inter alia, address precisely these sorts of possible problems.  There are a variety of intricacies of 

the model – how counties and cities will divide their county’s recovery; how to deal with cities 

with recoveries so small as to be impractical to distribute; how the model works when a county 

opts out but its cities do not, etc. – but despite opponents’ contentions, Doc. #: 1949 at 19–23, none 

of these is fatal and the movants’ approach to each – as reflected in the updated notice and FAQ 

documents – is thoughtful and defensible. 

 Separate from the fairness of the allocation tool governing 75% of the class’s recovery, the 

Court agrees with Special Master Yanni’s conclusions that there is no inequity created by setting 

aside funds to address the litigation costs and legal fees of the parties that filed the early cases.  As 

she notes, the “litigating class members are responsible for, inter alia, launching this litigation in 

state and federal courts, generating the establishment of this MDL, pursuing bellwether cases, 

uncovering critical facts through the discovery process, and creating significant negotiating 

                                                 
9 Application of the allocation tool at the case website shows that the large counties the Ohio 
Attorney General identifies have per capita settlement values of $2.79 (Cuyahoga); $4.46 
(Franklin); and $3.43 (Summit), for an average of $3.56; the smaller counties on whose behalf the 
Attorney General protests have settlement values of $4.64 (Adams); $6.08 (Jackson); $2.65 
(Perry); $6.15 (Ross); $5.68 (Scioto) and $3.01 (Vinton), for an average of $4.70, or 32% greater 
than the large counties. 
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leverage.”  Doc. #: 2579 at 7.  Given these facts, if a settlement is reached, these early champions 

of the class will likely be able to demonstrate that they are eligible for fees and costs from a 

common fund and, indeed, it may be unfair to them to force them to bear these costs alone.  Id. at 

7–8.   Additionally, as Special Master Yanni notes, all fees and costs in a class action must be 

adjudicated according to the procedures set forth in Rule 23(h) and this Court will carefully 

scrutinize each fee request, as well as the total amount of fees paid from the class’s recovery to all 

of the many attorneys involved here – Class Counsel, the MDL leadership, litigating-entity 

lawyers, etc. – to ensure that the Class is not unduly taxed.  Id. at 8.  Importantly, the model clarifies 

that any monies in these separate pools that are not distributed to litigating entities would revert to 

the entire class. 

 The Court also accepts Special Master Yanni’s conclusion that the voting plan – requiring 

separate sets of votes from litigating entities and non-litigating entities – does not treat the non-

litigating counties unfairly.  As she concluded:  

(1) all class members have the same franchise (one vote); (2) the vote-counting 
mechanism understandably ensures that any settlement is approved by a majority 
of the class, counted by head, by population, and by impact; (3) the vote-counting 
mechanism further ensures against the non-litigating class members approving a 
low settlement unacceptable to the litigating class members; (4) that assurance is 
defensible on the grounds that the litigating entities are the most knowledgeable 
about the value of the class’s claims; and (5) the fact that nonlitigating entities must 
separately approve the settlement tempers concerns that the litigating entities will 
settle low to recover their costs, as does the fact that the litigating entities are likely 
to be able to spread their costs across the whole class as described above. 
 

Id. at 13. 

 Finally, having found that neither the allocation nor voting mechanisms enshrine any 

fundamental intra-class conflict between litigating and non-litigating entities, Special Master 

Yanni concluded that a single set of class representatives and class counsel could represent the 

whole class, without the need for sub-classes.  Id. at 13–17.  The Court agrees. 
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V. THE NOTICE AND EXCLUSION PLANS ARE SUFFICENT 

A. Notice 

 The moving parties submitted proposed notices and a notice plan, Doc. #: 1820-2, Ex. A, 

and Interim Class Counsel subsequently submitted updated versions of these documents.  Doc. ##: 

2583, 2583-1, 2583-2.  The Court has carefully reviewed these documents and finds that they 

comply with the requirements of Rule 23 and that, as due process requires, they are “reasonably 

calculated, under all the circumstances, to apprise interested parties of the pendency of the action 

and afford them an opportunity to present their objections [or otherwise safeguard their interests].”  

Vassalle v. Midland Funding LLC, 708 F.3d 747, 759 (6th Cir. 2013) (citation and internal 

quotation marks omitted). 

 Rule 23(c) requires the Court in a class action under Rule 23(b)(3) to “direct to class 

members the best notice that is practicable under the circumstances, including individual notice to 

all members who can be identified through reasonable effort,” and notes that such notice may be 

“by one or more of the following: United States mail, electronic means, or other appropriate 

means.”  Fed. R. Civ. P. 23(c)(2)(B).  Here the notice will be sent by first-class United States mail 

to all class members.  Doc. #: 2583 at 3–4.   It will also be posted at the class website.  Id. at 4.  

The notice will also be emailed to that sub-set of the class for which the notice administrator has 

email addresses.  Id. at 4 n.1. The method requirements of Rule 23(c)(2)(B) are met. 

 The Rule further requires that the notice “clearly and concisely state in plain, easily 

understood language: (i) the nature of the action; (ii) the definition of the class certified; (iii) the 

class claims, issues, or defenses; (iv) that a class member may enter an appearance through an 

attorney if the member so desires; (v) that the court will exclude from the class any member who 

requests exclusion; (vi) the time and manner for requesting exclusion; and (vii) the binding effect 
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of a class judgment on members under Rule 23(c)(3).”  Fed. R. Civ. P. 23(c)(2)(B)(i)–(vii).  The 

notice packet contains a two-page notice along with a 13-page set of Frequently Asked Questions 

(FAQs), Doc. #: 2583-1, in a format recommended by the Federal Judicial Center, see Fed. Judicial 

Ctr., Judges’ Class Action Notice and Claims Process Checklist and Plain Language Guide 8–9 

(2010), https://www.fjc.gov/sites/default/files/2012/NotCheck.pdf.  The two-page notice alone 

contains each of the seven pieces of information required by Rule 23 and the FAQs provide even 

more detailed information as to most.  The content requirements of Rule 23(c)(2)(B) are met.  

 Beyond the basics, the Court notes, as discussed above, that the moving parties have gone 

to great lengths to make transparent the various aspects of this unique procedure – the allocation 

formula and its underlying components, the voting plans, etc.  A class website, active since June, 

has provided a wealth of information to the putative class members and will continue to do so 

following certification.  The moving parties have done a commendable job making transparent all 

of the moving parts of this novel procedure.  The Court finds that the class members have been 

provided a wealth of pertinent information that will enable them to make informed decisions about 

whether to remain in or opt out of this Negotiation Class. 

B. Exclusion 

 Rule 23(c)(2)(B) requires, for any class certified under Rule 23(b)(3), that the district court 

send notice to class members informing them “that the court will exclude from the class any 

member who requests exclusion,” Fed. R. Civ. P. 23(c)(2)(B)(v), and specifying “the time and 

manner for requesting exclusion,” Fed. R. Civ. P. 23(c)(2)(B)(vi).  The Federal Judicial Center 

recommends that a form be provided to class members, see Manual for Complex Litigation 

(Fourth) §§ 21.311–21.312 (2004) [hereinafter Manual for Complex Litigation], and instructs that 

the form should “clearly and concisely explain the available alternatives and their consequences,” 
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id. at § 21.321.  Exclusion notices should require “that class members (1) mail a letter or post card; 

(2) by a date certain; (3) to a specific address; (4) clearly identifying themselves and/or some 

information demonstrating their membership in the class” but “[c]lass members are not required 

to give reasons for opting out.”  3 Newberg on Class Actions § 9:46.  Rule 23 does not mandate a 

time period within which class members must exercise their exclusion right, but the Manual for 

Complex Litigation suggests that class members be given a “reasonable time” and states that courts 

“usually establish a period of thirty to sixty days (or longer if appropriate) following mailing or 

publication of the notice for class members to opt out.”  Manual for Complex Litigation § 21.321. 

 The movants propose that Class Members be required to fill out a designated Exclusion 

Request Form, Doc. #: 2583-2, and be given 60 days (until a date certain – November 22, 2019) 

to do so.  Doc. #: 2583 at 5. The movants explain that the “form can be submitted to the Notice 

Administrator via either first-class mail or email.”  Doc. #: 2583 at 3.  The Exclusion Request 

Form is part of the Notice packet and will be posted and distributed in the same manner as the 

Notice packet.  Id.  The movants further explain that: 

Exclusion Request Forms would not have to be notarized but, instead, would have 
to be executed with an averment, pursuant to 28 U.S.C. § 1746, that the city or 
county official has the authority to submit the exclusion request.  Also, the form 
would contain an express acknowledgment of the consequences of opting out 
(including that the city or county will not share in any recovery achieved by the 
Class and that it may not be afforded an opportunity at a later date to revoke its opt-
out request).  Mandating use of a specific form for opting out should sharply reduce, 
if not eliminate altogether, both disputes as to whether opt-out requests comported 
Court-directed requirements as well as potential arguments about whether optouts 
genuinely understood the ramifications of their exclusion requests. 
 

Id. 

 The Court has reviewed the Exclusion Request Form and finds that it meets the 

requirements of Rule 23.  It clearly explains the ramifications of exclusion, and it provides exact 
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instructions about how and when to execute and return the form.  The plan sufficiently protects 

the absent-class members’ right to exclude themselves from this Class. 

CONCLUSION 

 For the foregoing reasons, the Court certifies a Negotiation Class on the claims and issues 

identified, against the Defendants identified, and appoints Class Counsel.  The Negotiation Class 

is authorized to negotiate settlements with any of the 13 sets of Defendants identified herein, on 

any of the claims or issues identified here, or those arising out of a common factual predicate.  See 

Moulton v. U.S. Steel Corp., 581 F.3d 344, 349 (6th Cir. 2009) (“The question [of whether a 

subsequent claim is barred] is not whether the definition of the claim in the complaint and the 

definition of the claim in the release overlap perfectly; it is whether the released claims share a 

‘factual predicate’ with ‘the claims pled in the complaint.’” (quoting Olden v. Gardner, 294 F. 

App'x 210, 220 (6th Cir. 2008))).  See generally 6 Newberg on Class Actions § 18:19.  If Class 

Counsel seek to utilize the Negotiation Class to negotiate against any other Defendants, they may 

later make a formal motion to amend the class certification order accordingly.  As set forth in an 

accompanying Order, this Court does not authorize the Negotiation Class to negotiate on behalf 

of cities and counties against their State governments, as its proponents suggested.  Doc. #: 1820-

1 at 53.  This puts to rest a concern raised by the Attorneys General.  Doc. #: 1951 at 3. 

 As noted throughout, an Order accompanies this Memorandum Opinion. 

       /s/ Dan Aaron Polster_______________                           
       DAN AARON POLSTER 
       UNITED STATES DISTRICT JUDGE 
 
Dated:  September 11, 2019  
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Precipitating Event

• U.S. Supreme Court, certiorari denied, Remington Arms Co., L.L.C. v. Soto
• ___S.Ct. ___, 2019 WL 5875142(Mem.)(Nov. 12, 2019)

• On appeal from Connecticut Supreme Court:
• Soto v. Bushmaster Firearms Int’l LLC

• 331 Conn. 53, 202 Atl. Rptr. 3d 262 (March 19, 2019)

• Trial court: Soto v. Bushmaster Firearms Int’l LLC
• No. FBT-CV-15-6048103-S (Conn. Super Ct. 2016) 



Significance of  Supreme Court Cert. Denial

• (1) Signaled non-engagement by Supreme Court in Second Amendment 
gun-related litigation

• (2) Allowed Connecticut Sandy Hook litigation to proceed

• (3) Exposed narrow ground upon which victims of  gun violence might 
pursue relief

• (4) Resuscitated possibility of  a mass tort litigation against the firearms 
industry



The Sandy Hook Litigation: Trial Court

• 2014 litigation by estate administrators of  Sandy Hook elementary school massacre

• Wrongful death claims

• Seeking damages and injunctive relief

• Defendants: various Bushmaster Firearms and Remington Arms entities 
• Manufacturers, distributors, and retailers of  Bushmaster XM15-E2S semiautomatic rifle used 

in the shooting

• Defendants invoked preemption immunity under the Protection of  Lawful 
Commerce in Arms Act (PLCCA)



The Sandy Hook Litigation: Trial Court

• Ps claimed two exceptions under PLCCA:

• Negligent entrustment of  a firearm to a civilian consumer an AR-15 style assault 
weapon suitable for use only by military or law enforcement personnel

• Knowing violation of  a predicate statute:

• Connecticut Unfair Trade Practices Act (CUTPA)

• Remington defendants knowingly marketed, advertised, and promoted the XM15-
E2S for civilians to carry out military-style actions against perceived enemies

• Offending marketing materials unethical, immoral, oppressive, unscrupulous



The Sandy Hook Litigation: Trial Court

• Granted defendants’ motion to strike Ps’ allegations:

• Allegations did not fit within common law theory of  negligent 
entrustment

• PLCCA barred Ps’ claims sounding in negligent entrustment

• Ps lacked standing to bring wrongful death claims predicated on CUPTA 
violations

• Ps never entered into business relationship with Ds



The Sandy Hook Litigation: Connecticut Supreme Court

• Holdings:
• 4 -3 decision, affirming in part and reversing in part (88 page opinion)
• Rejected Ps’ theories resting on negligent entrustment
• Ps’ claims generally precluded by Connecticut and PLCCA
• Ps had standing to prosecute claims under Connecticut law (CUPTA):

• Connecticut law did not permit advertisements that promote or encourage violent criminal 
behavior

• Legislature did not intend to bar Ps from recovering damages for personal injuries resulting 
from unfair trade practices



The Sandy Hook Litigation: Connecticut Supreme Court

• Connecticut Supreme Court on PLCCA preemption:
• PLCCA did not bar Ps’ claims

• Text and legislative history: no Congressional intent to extinguish traditional authority 
of  Connecticut legislature or its courts

• Core exercise of  state police power: regulation of  advertising that threatens public 
health, safety, and morals

• CUPTA qualified as a “predicate statute” under PLCCA’s third exception to blanket 
immunity

• CUPTA general unfair trade practices statute of  broad scope



Implications

• Expansive reading of  PLCCA’s “predicate statute” exception
• Opened the possibility of  similar gun lawsuits based on state consumer 

protection and unfair trade practices statutes
• “Because all states have analogous unfair trade practices laws, the decision 

below threatens to unleash a flood of  lawsuits nationwide that would subject 
lawful business practices to crippling litigation burdens”

• Remington Arms, Petition for a Writ of  Certiorari, No. 19-168, Remington Arms Co., 
LLC v. Soto (Aug. 1, 2019) at 4.



Firearms Litigation in Context



First Wave Gun Litigation 1990s-2005

• Suits by individuals and municipalities
• Claims:

• negligent distribution or marketing
• making and selling defective firearms
• deceptive advertising
• contributing to a public nuisance

• Track record:
• Dismissals prior to trial
• Few favorable jury verdicts
• All but one overturned on appeal



Impact of  the Big Tobacco Settlement (1998)

• State AG multistate settlement with Big Tobacco Ds in 1998
• Inspired filing of  firearms litigation by 30+ municipalities against firearm Ds
• Growing concern by firearms industry re vulnerability to litigation
• Forecast of  “next big mass torts”:

• Fast industry

• Lead paint manufacturers

• Firearms industry



Industry Reaction to Increasing Gun Litigation: Statutory 
Immunity from Suit

• Congressional enactment of  Protection of  Lawful Commerce in Arms Act 
(2005)(PLCCA)

• Pub. L. No. 109-2, 119 Stat. 2095 (2005), codified at 15 U.S.C. § 7903

• Broad protection to firearms Ds from liability to suit for crimes committed with their 
products

• 34 states enacted statutes providing blanket immunity to gun industry, in 
ways similar to PLCCA



PLCCA’s Six Exceptions to Immunity

• 15 U.S.C. § 70903(5)(i)-(vi):
• (1) knowing transfer of  a firearm to be used in a crime of  violence;
• (2) negligent entrustment or negligence per se by a seller;
• (3) knowingly violation a state or federal statute applicable to the sale or marketing of  a 

product, manufacturer or seller of  a product;
• (4) breach of  contract or warranty in connection with purchase of  the        

product;
• (5) defect in design of  manufacture of  the product;
• (6) Attorney General action to enforce the Gun Control Act or the National 

Firearms Act



Post-PLCCA Gun Litigation

• Plaintiff  unsuccessful invocation of  PLCCA exceptions, post-2005:
• Negligent entrustment

• Negligence per se

• Design defects

• Failure to warn

• Breach of  implied warranty of  merchantability



PLCCA’s Third “Predicate Statute” Exception

• 15 U.S.C. § 70903(5)(iii):

• Permits actions “in which a manufacturer or seller of  a [firearm or 
ammunition] knowingly violated a State or Federal statute applicable to the sale 
or marketing of  the product, and the violation was a proximate cause of  the 
harm for which relief  is sought.”

• P must present cognizable claim with knowing violation of  a predicate 
statute: that is, statute that is applicable to the sale or marketing of  firearms



Circuit Conflict in Interpretation of  “Predicate Statute” Requirement

• Broad interpretation: Second Circuit
• City of  New York v. Beretta, 524 F.3d 384 (2d Cir.2008), cert. denied, 129 S. Ct. 1579 (2009)

• Upheld constitutionality of  PLCCA

• PLCCA’s predicate statute exception did not apply to New York Penal Law § 240.45

• However: nothing in PLCCA required any express language regarding firearms to be 
included in a statute in order for that statute to fall within the predicate exception

• Connecticut Supreme Court reliance on Beretta in Soto



Circuit Conflict in Interpretation of  “Predicate Statute” Requirement

• Narrow Interpretation: Ninth Circuit
• Ileto v. Glock, Inc., 565 F.3d 1126 (9th Cir. 2009)
• PLCCA preempts general tort theories of  liability, regardless of  whether such theories are codified
• Predicate exception did not apply to claims under Cal. Civil Code pertaining to nuisance, public 

nuisance, and negligence
• “Applicable statute” language in PLCCA should be given narrow construction

• Connecticut Supreme Court on Ileto:
• Rejected Ds’ reliance on Ileto as dispositive of  predicate exception issue in Soto
• Ninth Circuit recognized that other statutes that regulate sale and manufacturing activities could qualify 

as predicate statutes



Modeling Mass Tort Litigation

Will Soto v. Remington Arms Revive the Possibility of  a 
Firearms Mass Tort Litigation?



Sign-Posts of  a Developing Mass Tort Litigation

• (1) Developments or changes in the law
• (2) Regulatory alerts, notices, or product recalls
• (3) Establishment of  a winning track record of  litigation and settlement 

awards
• (4) Increase in interest among the plaintiffs’ bar in pursuing litigation
• (5) Emergence of  a critical mass of  similarly-situated claimants
• (6) Docket congestion



Sign-Posts of  a Developing Mass Tort Litigation

• (7) Judicial receptivity towards aggregating and managing multiple claims 
litigation

• (8) Discovery of  underlying facts and public dissemination of  discovery materials
• (9) Development or maturation of  underlying scientific or expert testimony in 

support of  claims
• (10) Interest of  state attorneys generals in pursuing relief  on behalf  of  their 

citizenry
• (11) Agile strategic lawyering in response to changing litigation developments
• (12) Willingness of  putative defendants and their insurers to come to the 

negotiation table



Modeling Mass Tort Litigation

Will Soto v. Remington Arms Revive the Possibility of  a 
Firearms Mass Tort Litigation?



Factors Supporting Emergence of  a Firearms Mass Tort

• (1) Developments and Changes in the Law

• Liberal interpretation of  PLCCA’s predicate statute exception

• Application to Connecticut consumer and unfair trade practices 
statute

• (2) Agile Strategic Lawyering in Response to Changing Litigation 
Developments



Factors Militating Against Emergence of  a Firearms Mass 
Tort

• (1) Absence of  Regulatory Alerts, Notices, or Recalls of  a Defective or 
Harmful Product

• (2) Lack of  a Winning Track Record of  Firearms Litigation and 
Settlements

• (3) Absence of  Docket Congestion
• (4) Absence of  Judicial Interest in Aggregating and Managing Multiple 

Gun Litigation Claims
• (5) Unwillingness of  Putative Defendants and Insurers to Come to the 

Negotiation Table



Factors Not Relevant or Not Yet Relevant

• (1) Questionable Interest of  the Plaintiffs’ Bar in Pursuing Gun 
Litigation

• (2) Absence of  a Critical Mass of  Similarly-Situated Claimants

• (3) Absence of  Public Dissemination of  Discovery Materials

• (4) Lack of  Development of  Probative Scientific or Expert 
Testimony in Support of  Claims

• (5) Lack of  Interest of  States’ Attorney Generals in Pursuing Relief  on 
Behalf  of  their Citizenry



Conclusions



Will Soto v. Remington Arms Revive the Possibility of  a Firearms Mass 
Tort Litigation?

• Curb your enthusiasm – at best, a very nascent (embryonic) mass tort litigation
• Connecticut has led the way to overcoming PLCCA’s broad immunity to the 

firearms industry under PLCCA’s third exception to blanket immunity
• Expansive application of  predicate statute exception may open door to similar 

lawsuits under state consumer protection and unfair trade practice statutes
• Mass torts take a long time to develop
• Watch for settlement with municipalities in the Opiate MDL: a model for reviving 

municipal lawsuits against the firearms industry?



The End (Or Not)
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1 
 

 The States of Nebraska, Idaho, Louisiana, North Dakota, South 

Dakota, Texas, and Utah (“amici States”) file this amicus curiae brief in 

support of Defendant-Appellant/Cross-Appellee Monsanto Company 

seeking reversal of the judgment of the U.S. District Court for the 

Northern District of California.  In particular, the amici States’ brief 

focuses on the district court’s Pretrial Orders Denying Monsanto 

Company’s Summary Judgment and Daubert Motions on General 

Causation (ER49) and Motion for Summary Judgment on Specific 

Causation (ER33).1     

IDENTITY AND INTEREST OF THE AMICI STATES 
 

Amici are the States of Nebraska, Idaho, Louisiana, North 

Dakota, South Dakota, Texas, and Utah.  Agriculture is important in 

these States.  The amici States are home to over 400,000 farms and 

ranches covering over 280 million acres.  Last year, their farmers 

produced more than three billion bushels of corn and over 800 million 

bushels of soybeans adding billions to the economy.  These farmers and 

                                                           
1 Pursuant to Federal Rule of Appellate Procedure 29(a)(2), the amici 
States are permitted to file an amicus brief without consent of the 
parties to the appeal or leave of the Court.  All citations to the record 
are designated by “ER” and pertain to the Excerpts of Record filed by 
Monsanto Company in this appeal. 
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the crops they grow help feed a growing population, contribute to rural, 

state, and national economies, and directly and indirectly employ 

millions of people.  The herbicide at issue in this case—glyphosate—

helped farmers in these States, and across the country, accomplish 

these feats.  

Glyphosate is an essential herbicide for farmers in the amici 

States.  Glyphosate can control 300 different weeds and can be applied 

directly to growing crops engineered to be resistant to it.  With 

glyphosate, farmers can manage weeds more effectively in less time and 

for less money.  Better weed management also positively impacts crop 

yields by allowing the growing crops to reach yield potential.  Producing 

higher yields with fewer costs not only benefits farmers in the amici 

States, but also related industries and downstream consumers.  The 

amici States benefit because of the impact of agriculture on their 

economies and, especially, the economies in their rural areas.    

Glyphosate also benefits the environment in the amici States.  

Glyphosate paired with glyphosate-resistant crops encourages the 

adoption of conservation tillage by farmers.  The amici States benefit 

from conservation tillage because there is less soil erosion and runoff 
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from fields into surface waters of the States.  Glyphosate is also less 

toxic and harmful than many other herbicides.  Simply, glyphosate 

greatly benefits agriculture in the amici States and, in turn, the 

economies, environment, and people in those States.    

Glyphosate has been used safely and effectively as a weed 

management tool in agriculture for over forty years.  The overwhelming 

consensus from research and regulatory bodies is that glyphosate does 

not cause cancer or non-Hodgkins lymphoma (“NHL”) in humans.  The 

U.S. Environmental Protection Agency (“EPA”) has repeatedly 

determined glyphosate is not likely to be carcinogenic to humans and is 

in the process of again renewing that determination.  Regulatory bodies 

in other countries have reached similar determinations.  But in 2015, 

the International Agency for Research on Cancer (“IARC”)—seemingly 

out of nowhere—classified glyphosate as “probably carcinogenic to 

humans” and precipitated this case and thousands like it. 

In this case, the plaintiff, Hardeman, presented experts who 

opined that glyphosate not only causes NHL in humans, but specifically 

caused Hardeman’s NHL.  The district court was skeptical and called 

these opinions “rather weak” and “shaky” but nonetheless found them 
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admissible under Federal Rule of Evidence 702 and the Daubert 

standard.  The jury heard this expert evidence and, ultimately, 

rendered a verdict for Hardeman and against Monsanto Company.  

 Although the overwhelming evidence from national and 

international research and regulatory bodies shows glyphosate is not 

carcinogenic to humans, the judgment in this case threatens to 

undermine that evidence and curtail glyphosate from agricultural use 

in the amici States and the Nation.  In response, farmers may have to 

resort to less effective, more expensive, and more toxic herbicides.  This 

could impact crop yields, the economy, and the environment in the 

amici States.  For these reasons, the amici States request this Court 

reverse the district court’s judgment. 

ARGUMENT 

I. THE DISTRICT COURT ERRED WHEN IT MISAPPLIED 
 THE DAUBERT STANDARD AND ALLOWED THE JURY 
 TO HEAR UNRELIABLE EXPERT OPINIONS. 
 
 Production agriculture makes up the vast majority of glyphosate 

usage because of the economic, environmental, and time-saving 

benefits.  If glyphosate were curtailed, agriculture in the amici States 

would be adversely impacted.  The district court’s decisions on the 
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admissibility of expert testimony on glyphosate being carcinogenic go 

beyond just this case because other users, like farmers in the amici 

States, greatly rely on glyphosate.     

 The admissibility of expert testimony is governed by Federal Rule 

of Evidence 702 and Daubert v. Merrell Dow Pharmaceuticals, Inc., 509 

U.S. 579 (1993) (“Daubert I”).  Federal Rule of Evidence 702 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.  District courts play an important role in analyzing 

the relevancy and reliability of expert evidence before a jury hears the 

evidence at trial.  See Daubert I, 509 U.S. at 589, 595.  

 In the case below, the district court engaged in two Daubert 

analyses at the general causation and specific causation phases.  The 

district court repeatedly recognized the uphill battle Hardeman faced 

given the substantial evidence showing glyphosate was not carcinogenic 

to humans.  Yet, each time, the district court opened the door for 
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Hardeman to present “shaky” and “rather weak” expert opinions to the 

jury.  As demonstrated below, the district court erred at the general and 

specific causation phases based on the misapplication of the Daubert 

standard in this Circuit.  If the district court’s erroneous decisions 

admitting unreliable expert evidence are allowed to stand, then 

agriculture in the amici States will bear the brunt of these errors. 

 A. The District Court Erroneously Admitted   
  “Shaky” And “Rather Weak” Expert Evidence On  
  General Causation. 
  
 To determine the admissibility of expert testimony, the district 

court analyzes whether the expert testimony is sufficiently relevant and 

reliable under Federal Rule of Evidence 702 and the Daubert standard.  

See Daubert v. Merrell Dow Pharmaceuticals, Inc., 43 F.3d 1311, 1315 

(9th Cir. 1995) (“Daubert II”).  Although Federal Rule of Evidence 702 

“should be applied with a ‘liberal thrust’ favoring admission”, it 

“requires” that expert testimony “be both relevant and reliable.” Messick 

v. Novartis Pharmaceuticals Corp., 747 F.3d 1193, 1196 (9th Cir. 2014) 

(internal quotations omitted) (all emphasis added).  Determining 

whether expert evidence is both relevant and reliable is key because 

“[e]xpert evidence can be both powerful and quite misleading because of 
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the difficulty in evaluating it.”  Daubert I, 509 U.S. at 595 (internal 

quotations omitted).  In this regard, the district court “act[s] as a 

gatekeeper to exclude junk science that does not meet Federal Rule of 

Evidence 702’s reliability standards.”  Messick, 747 F.3d at 1197. 

 This Circuit recognizes the importance of the task a district court 

confronts in determining whether scientific expert testimony is relevant 

and reliable.  See Daubert II, 43 F.3d at 1315.  Reliability requires the 

district court to “determine … whether the experts’ testimony reflects 

‘scientific knowledge,’ whether their findings are ‘derived by the 

scientific method,’ and whether their work product amounts to ‘good 

science.’”  Id. (quoting Daubert I, 509 U.S. at 590).  This task may be 

more difficult when “the dispute concerns matters at the very cutting 

edge of scientific research, where fact meets theory and certainty 

dissolves into probability.”  Daubert II, 43 F.3d at 1316.  Nonetheless, 

this Court explained: 

Our responsibility … is to resolve disputes among respected, 
well-credentialed scientists about matters squarely within 
their expertise, in areas where there is no scientific 
consensus as to what is and what is not “good science,” and 
occasionally to reject such expert testimony because it was 
not “derived by the scientific method.”  
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Id.  In a post-Daubert world, a federal judge’s duty to act as a 

gatekeeper is essential.  

 This case, however, does not present a difficult dispute over a 

matter at the “very cutting edge of scientific research” or without 

“scientific consensus.”  Glyphosate has been “commercially available” 

since 1974 and is “widely used across the United States and much of the 

world.”  ER52.  There have been a large number of scientific studies on 

the carcinogenicity of glyphosate—from case-control studies and meta-

analyses to laboratory studies to a large cohort study.  See ER62-ER73.  

The most recently published studies, the 2005 study and 2018 update to 

the Agricultural Health Study (“AHS”), which was a cohort study of 

more than 57,000 licensed pesticide applicators, found no association 

between glyphosate and NHL.  See ER73 & ER88-ER89.  The EPA also 

“does not currently consider glyphosate likely to cause cancer” and 

neither do other regulatory bodies, including those in Canada and parts 

of Europe.2  The overwhelming majority of studies and regulators have 

found glyphosate is not carcinogenic to humans.   

                                                           
2 See U.S. Environmental Protection Agency, Glyphosate—Human 
Health, https://www.epa.gov/ingredients-used-pesticide-
products/glyphosate (last visited Dec. 20, 2019).   
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 Yet, the IARC classified glyphosate as “probably carcinogenic to 

humans” in 2015, which spawned the current litigation and thousands 

of other cases.  See ER52-ER53.  In this case, Hardeman relied “heavily” 

on this IARC classification and the district court recognized such 

reliance as problematic.  ER49 & ER57.  The district court explained 

IARC’s classification of glyphosate as “probably carcinogenic to 

humans” meant there was only “limited” evidence that glyphosate 

causes cancer in humans and “sufficient” evidence in animals.  ER58-

ER59.  Given the IARC classification was “too limited” and “too 

abstract,” the district court correctly closed the gate to Hardeman’s 

experts who only parroted the IARC’s examination.  ER60-ER61.  The 

district court, however, further analyzed Hardeman’s three remaining 

experts on the basis that these experts “went beyond” the IARC 

classification.  ER51.    

 After the expert reports were exchanged but a few months before 

the Daubert hearing on general causation, the 2018 update to the AHS 

was published.  See ER74.  With this update, the district court had even 

greater evidence of “scientific consensus.”  As the district court stated, 

the update showed glyphosate was not likely causing NHL in humans: 
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There is one large cohort study (the AHS), with results 
recently published in a well-regarded scientific journal, 
suggesting no association between glyphosate use and NHL.  
There is a series of case-control studies arguably suggesting 
an association, but a fairly weak one.  There are limited data 
indicating that the association strengthens with greater 
exposure to glyphosate, but also data to the contrary.  And 
there are legitimate concerns about the reliability of the data 
from all the studies.  Under these circumstances, all one 
might expect an expert to conclude is that glyphosate exposure 
is cause for concern, but not that glyphosate is likely causing 
NHL at realistic human exposure levels. 
 

ER88-ER89 (emphasis added).  With regard to the evidence as a whole, 

the district court stated “the evidence of a causal link between 

glyphosate exposure and NHL in the human population seems rather 

weak” and “[t]he evidence, viewed in its totality, seems too equivocal to 

support any firm conclusion that glyphosate causes NHL.”  ER50.  

Because of this, the district court correctly described Hardeman’s expert 

evidence as “shaky” and “rather weak”.  ER50, ER88-ER89, ER115. 

 The district court further described Hardeman’s experts’ opinions 

as being based on their identification of “at least a few statistically 

significant elevated odds ratios from case-control studies and meta-

analyses” and “what they deem to a be a pattern of odds ratios above 1.0 

from the case-control studies, even if not all are statistically 

significant[.]”  ER116.  Yet somehow, the district court called 
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admissibility a “close question” and admitted the expert testimony 

because Federal Rule of Evidence 702 “should be applied with a liberal 

thrust.”  Messick, 747 F.3d at 1196 (internal quotations omitted); ER56-

ER57, ER115.       

 The district court misapplied this Court’s Daubert standard, 

thereby lowering the bar for reliability.  When there is only a “scintilla 

of evidence” or “a few statistically significant” studies that support a 

position, a district court should, as a gatekeeper, exclude those expert 

opinions as junk science—especially when the district court finds such 

opinions to be rather weak and shaky.  See Daubert I, 509 U.S. at 596 

(“[I]n the event the trial court concludes that the scintilla of evidence 

presented supporting a position is insufficient to allow a reasonable 

juror to conclude that the position more likely than not is true, the court 

remains free to direct a judgment … and likewise grant summary 

judgment ….”); Fed. R. Evid. 702 (requiring expert testimony to be 

based on “sufficient” data).  The district court should have excluded all 

of Hardeman’s expert testimony at the general causation phase as 

unreliable based on the overwhelming evidence showing no association 

between glyphosate and NHL.  The district court’s error gave credibility 
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to these unreliable expert opinions thereby threatening the agricultural 

use of glyphosate in the amici States.    

 B. The District Court Erroneously Admitted Expert  
  Opinions On Specific Causation By Wrongly  
  Elevating Art Over Science. 
 
 By opening the gate for junk science on glyphosate at the general 

causation phase, Hardeman’s experts were able to “rule-in” glyphosate 

as a potential cause of his NHL at the specific causation phase.  ER34-

ER35.  The district court, then, lowered the reliability bar even more at 

the specific causation phase.  

 At the specific causation phase, the district court again voiced 

skepticism and called it a close question that glyphosate caused 

Hardeman’s NHL.  ER33, ER38.  And yet again the district court 

concluded the expert testimony was admissible:   

The Court may be skeptical of [Hardeman’s experts’] 
conclusions, and in particular of the assumption built into 
their opinions from the general causation phase about the 
strength of the epidemiological evidence.  But their core 
opinions—that [Hardeman has] no other significant risk 
factors and w[as] exposed to enough glyphosate to conclude 
that it was a substantial factor in causing [his] NHL—are 
admissible. 
 

ER38 (emphasis added).  The district court relied on Messick and 

Wendell v. GlaxoSmithKline LLC, 858 F.3d 1227 (9th Cir. 2017) as the 
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basis for admitting the expert evidence.  ER36-ER37.  The district court 

explained that while Hardeman presented “borderline expert opinions” 

such opinions were admissible in the Ninth Circuit because of a 

tolerance for specific causation opinions that “lean strongly toward the 

‘art’ side of the spectrum” rather than the science side.  ER37.  The 

district court, however, misapplied Messick and Wendell.  

 Messick and Wendell dealt with different scenarios than the case 

at hand.  In Messick, the expert relied “on his extensive clinical 

experience[,]” as well as “examination of the [plaintiff’s] records, 

treatment, and history” to determine whether the plaintiff’s condition 

met the “unique features” defining that particular medical condition.  

747 F.3d at 1196-98.  In reversing the district court’s exclusion of this 

expert’s testimony, this Court stated “[m]edicine partakes of art as well 

as science, and there is nothing wrong with a doctor relying on 

extensive clinical experience when making a differential diagnosis.”  Id. 

at 1198.  

 In Wendell, the plaintiff had “an exceedingly rare cancer, with 

only 100 to 200 cases reported since it was first recognized.”  858 F.3d 

at 1236.  Moreover, this type of cancer was not widely studied.  Id. (“It 
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is not surprising that the scientific community has not invested 

substantial time or resources into investigating the causes of such a 

rare disease.”).  In reversing the district court, this Court explained that 

sometimes there may not be “a plethora of peer reviewed evidence” 

especially with a “rare disease” and, thus, Daubert should not bar the 

testimony of “two doctors who stand at or near the top of their field and 

have extensive clinical experience with the rare disease or class of 

disease at issue ….”  Id. at 1238.   

 Unlike the scenarios in Messick and Wendell, NHL is not a rare 

disease—there were over 74,000 new cases in 2019.3  NHL is, 

unfortunately, a common type of cancer and has a number of known 

risk factors.4  Moreover, unlike Wendell, glyphosate is a well-studied 

herbicide and there is a “plethora of peer reviewed evidence” that 

glyphosate does not cause cancer or NHL.  See ER65-ER82, ER88-ER89.     

 The district court misapplied this Circuit’s Daubert standard at 

both phases.  The district court was not presented with a case where the 

                                                           
3 American Cancer Society, Key Statistics for Non-Hodgkin Lymphoma, 
https://www.cancer.org/cancer/non-hodgkin-lymphoma/about/key-
statistics.html (last visited Dec. 20, 2019). 
4 Id.  
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disease was unique or rare or did not have a number of peer reviewed 

studies finding no association between glyphosate and NHL and, in 

turn, Hardeman’s NHL.  There was no reason for an expert’s “art” to 

take precedence over “science” or “scientific consensus”.  The district 

court should have excluded Hardeman’s expert testimony instead of 

opening the gate to shaky, weak, and unreliable opinions that 

glyphosate causes NHL and, more specifically, caused Hardeman’s 

NHL.  By admitting this unreliable expert testimony, the district court 

failed to protect the jury from misleading expert evidence and, thus, has 

adversely affected agriculture and farmers in the amici States.  

II. THE DISTRICT COURT’S MISAPPLICATION OF THIS 
 COURT’S DAUBERT STANDARD WILL HAVE REAL 
 WORLD IMPACTS ON AGRICULTURE. 
 
 The district court’s errors in admitting unreliable expert evidence 

that glyphosate causes cancer in humans has real world effects.  The 

use of glyphosate paired with glyphosate-resistant crops is critically 

important as a weed control tool in agriculture.  As demonstrated below, 

agriculture is vital to the country and the amici States.  Because the 

district court let the jury be misled by unreliable expert testimony that 
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glyphosate causes cancer, agriculture and farmers in the amici States 

will bear the costs of the district court’s erroneous evidentiary decisions. 

 A. Agriculture Is Important To The Amici States  
  And Abroad.  
 
 From coast to coast, America’s farmers and ranchers produce and 

raise crops and livestock on over 2 million farms covering more than 

900 million acres.5  Every person living in the United States benefits 

from agriculture and the industries related to it.  The benefits of 

agriculture are many and far-reaching—from the economy to the 

kitchen table. 

 Agriculture significantly contributes to the national economy.  In 

2017, America’s farmers contributed $132.8 billion to the United States’ 

gross domestic product.6  This number, however, does not include 

related industries.  Related industries range from food and beverage 

manufacturers, retailers, and restaurants to textiles and apparel 

                                                           
5 U.S. Dep’t of Agric., 2017 Census of Agriculture, 7 (Table 1). 
6 U.S. Dep’t of Agric., Econ. Research Serv., Ag and Food Sectors and 
the Economy, https://www.ers.usda.gov/data-products/ag-and-food-
statistics-charting-the-essentials/ag-and-food-sectors-and-the-economy/ 
(last visited Dec. 20, 2019). 
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manufacturers and stores.7  If these related industries are included, the 

overall contribution of the agricultural sector is higher— 

$1.053 trillion in 2017.8  In turn, if America’s farmers and ranchers are 

doing well, then the downstream consumers and their pocketbooks 

benefit.9   

 Likewise, agriculture benefits the global economy.  In 2018, the 

United States exported $140 billion in agricultural products.10  These 

exports resulted in a trade surplus, which has been ongoing since 

1960.11  The majority of agricultural goods exported are grains/feed, 

soybeans, livestock products, and horticulture products.12   

 There is also room for increases in agricultural exports.  The 

world’s population is expected to continue to increase from 7.7 billion 

                                                           
7 Id.  
8 Id. 
9 In 2018, Americans spent 12.9% of their household expenditures on 
food.  See id.   
10 U.S. Dep’t of Agric., Econ. Research Serv., Agricultural Trade, 
https://www.ers.usda.gov/data-products/ag-and-food-statistics-charting-
the-essentials/agricultural-trade (last visited Dec. 20, 2019). 
11 Id.; U.S. Congress, Joint Econ. Comm., The Economic Contribution of 
America’s Farmers and the Importance of Agricultural Exports, 1 (Sept. 
2013). 
12 Supra note 10. 
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persons today to 9.7 billion persons in 2050.13  Due to the increases, 

there will likely be a larger demand for agricultural products and, thus, 

an increase in exports to those growing countries.14   

 Agriculture also creates and supports millions of employment 

opportunities in many different areas.  These areas include insurance, 

transportation, technology, engineering, sales, repairs, and the food 

industry.  In 2017, 21.6 million jobs were related to the agriculture and 

food sectors, which amounted to 11.0% of all employment in the United 

States.15  This number includes approximately 2.6 million on-farm 

jobs.16   

 States also depend on agriculture for their economies.  Every state 

has some type of agricultural production.  Crop production, however, is 

                                                           
13 Press Release, Dep’t of Econ. & Soc. Affairs, Growing at a slower 
pace, world population is expected to reach 9.7 billion in 2050 and could 
peak at nearly 11 billion around 2100, U.N. Press Release (June 17, 
2019).  
14 Supra note 11 at 1 (“Ninety-five percent of the world’s potential 
consumers live outside of the United States, and population growth in 
the decades ahead will be concentrated in developing countries.  As 
these countries grow and their citizens’ incomes rise, their demand for 
meat, dairy and other agricultural products will increase.”). 
15 Supra note 6.  
16 Id. 
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mostly centered in the Midwest.17  The top five States with the most 

crop sales are California, Iowa, Illinois, Minnesota, and Nebraska.18  

California’s crop sales mostly come from horticulture, while the 

Midwest’s crop sales mostly come from grains and oilseeds—corn and 

soybeans.19  These crops also support livestock and poultry production 

by providing feed.20  The top five States with the most livestock sales 

are Texas, Iowa, California, Nebraska, and Kansas.21     

 Agriculture is particularly important in the amici States. 

Nebraska, known as the Cornhusker State and the Beef State, is 

defined by agriculture.22  Nebraska is home to 47,400 farms and 

ranches covering 91% of the State’s total land area.23  In 2017, 

Nebraska farmers and ranchers contributed $21 billion to the state’s 

                                                           
17 U.S. Dep’t of Agric., Econ. Research Serv., Agricultural Production 
and Prices, https://www.ers.usda.gov/data-products/ag-and-food-
statistics-charting-the-essentials/agricultural-production-and-prices/ 
(last visited Dec. 20, 2019). 
18 Id.  
19 Id.  
20 Nebraska Dep’t of Agric., Nebraska Ag Facts Brochure, 17, 
https://nda.nebraska.gov/publications/ne_ag_facts_brochure.pdf. 
21 Supra note 17. 
22 Supra note 20 at 14. 
23 Nebraska Dep’t of Agric., Nebraska Agriculture Fact Card (Feb. 
2019), https://nda.nebraska.gov/facts.pdf. 
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economy, which was 5.7% of the United States’ total.24  Nebraska also 

had $6.4 billion in agricultural exports, which translated into $8.9 

billion in additional economic activity.25  Nebraska agriculture also 

supports 1 in 4 jobs in the state.26 

 Nebraska’s top agricultural commodities are corn and cattle, 

which go hand in hand—corn is used as feed for many cattle 

operations.27  Corn is an important feed for finishing cattle before 

processing because it improves the final beef product.28  Iowa, Illinois, 

Nebraska, Minnesota, Kansas, and Indiana had the largest corn area 

forecasted to be planted and harvested in 2019.29 

 Like corn and cattle, soybeans are an important commodity.  For 

2019, Illinois, Iowa, Minnesota, North Dakota, Indiana, and Missouri 

had the largest soybean area forecasted to be planted and harvested.30  

                                                           
24 Id.  
25 Id.  
26 Id.  
27 Id.  
28 Supra note 20 at 12. 
29 U.S. Dep’t of Agric., Nat’l Agric. Statistics Serv., Acreage (June 2019), 
6 (June 28, 2019). 
30 Id. at 15. 
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Soybeans are not only used in human food products, but also as feed for 

livestock and poultry.31 

 Another important crop is sugar beets.  Sugar beets are used for 

sugar production.32  Over half of the sugar produced in the United 

States comes from sugar beets.33  Minnesota, North Dakota, Idaho, 

Michigan, Nebraska, and Montana are the largest sugar beet producers 

in the country producing millions of tons of sugar beets every year to be 

used in a wide range of products.34  

 Agriculture plays not only an important role in our country’s 

history, but is essential to our country’s and the amici States’ futures.  

Agriculture and related industries in the amici States put food on the 

table, employ millions, and significantly contribute to the economy at 

all levels.  It is imperative that agriculture and the inputs that fuel it be 

protected.      

 

 

                                                           
31 Supra note 20 at 18. 
32 Supra note 20 at 24. 
33 Id.  
34 Supra note 29 at 23. 
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 B. Glyphosate Provides Numerous Benefits To    
  Agriculture In The Amici States. 
 
 Glyphosate benefits agriculture in a substantial number of ways.  

Glyphosate was commercially introduced in 1974 and is now the most 

widely used herbicide in the world.35  Part of its success has been the 

development of transgenic, glyphosate-resistant crops, which were 

introduced in 1996.36  Glyphosate-resistant crops include alfalfa, canola, 

corn, cotton, soybeans, and sugar beet varieties.37  Glyphosate-resistant 

crops allow a farmer to spray glyphosate on his or her fields to manage 

weeds without damaging the crops.38  Weed management is essential to 

good and sustainable agriculture because pests, like weeds, “can reduce 

                                                           
35 Stephen O. Duke & Stephen B. Powles, Mini-review Glyphosate: a 
once-in-a-century herbicide, 64 Pest Mgmt. Sci. 319, 319 (2008). 
36 Id.  
37 U.S. Dep’t of Agric., ERR-184, The Economics of Glyphosate 
Resistance Management in Corn and Soybean Production, 1 (April 
2015).  
38 U.S. Dep’t of Agric., EIB-208, Agricultural Resources and 
Environmental Indicators, 2019, 30 (May 2019) (“Herbicide-tolerant … 
crops are not damaged when they are sprayed with broad-spectrum 
herbicides (such as glyphosate or glufosinate) that damage most 
conventional varieties.  Planting [herbicide-tolerant] crops allows 
farmers to use nonselective, broad-spectrum herbicides throughout the 
growing season (even after crop emergence).”). 
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crop yields or the quality of production ….”39  Weeds reduce crop yields 

or quality by competing with crops for the same resources of water, 

nutrients, sunlight, and space.  The development of glyphosate-

resistant crops “made weed management easy, efficient, economical and 

environmentally compatible—exactly what growers wanted.”40  Due to 

these benefits, the vast majority of the corn and soybeans planted are 

glyphosate-resistant.41  For example, Nebraska farmers used some form 

of glyphosate on 85% of the area planted with corn and 92% of the area 

planted with soybeans in 2018.42  And, most if not all, sugar beets 

planted are glyphosate-resistant.43   

                                                           
39 Id. at 35.  
40 Jerry M. Green, The benefits of herbicide-resistant crops, 68 Pesticide 
Mgmt. Sci. 1323, 1323 (May 2012).  
41 Supra note 38 at v & 30.  
42 U.S. Dep’t of Agric., Nat’l Agric. Statistics Serv., Quick Stats for 
Nebraska Soybeans-Treated, Measured in Percentage of Area Planted, 
Average (2018), https://quickstats.nass.usda.gov/data/printable/ 
3496DCDD-6C83-3E4F-A4E1-AAF41FC5DC78 (last visited Dec. 20, 
2019); see also U.S. Dep’t of Agric., Nat’l Agric. Statistics Serv., Quick 
Stats for Nebraska Corn-Treated, Measured in Percentage of Area 
Planted, Average (2018), https://quickstats.nass.usda.gov/data/ 
printable/A18FA0E1-F27F-350E-B3B7-3B52B69B4B0C (last visited 
Dec. 20, 2019).  
43 Memorandum from Caleb Hawkins, Charmaine Hanson, & Dexter 
Sellers, EPA, to Khue Nguyen, EPA, 7 (Apr. 18, 2019), 
https://www.epa.gov/sites/production/files/2019-04/documents 
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 Glyphosate paired with glyphosate-resistant crops has helped 

increase yields and lower production costs.  The use of glyphosate-

resistant crops allowed for easy, effective weed control and, in turn, 

resulted in better yields.44  For example, Nebraska farmers harvested 

111 bushels/acre of corn and 33 bushels/acre of soybeans in 1995 (prior 

to glyphosate-resistant crop introduction) compared to 182 bushels/acre 

of corn and 57 bushels/acre of soybeans in 2019, which is attributable to 

glyphosate and other variables.45  Sugar beet yield increased 30% since 

glyphosate-resistant sugar beets were introduced.46  These yield 

increases support more livestock and poultry to feed a growing world 

and, also, are used to make other human food products.   

                                                           
/glyphosate-response-comments-usage-benefits-final.pdf.  
44 U.S. Dep’t of Agric., ERR-162, Genetically Engineered Crops in the 
United States, 12 (Feb. 2014) (“[B]y protecting the plant from certain 
pests, [genetically engineered] crops can prevent yield losses to pests, 
allowing the plant to approach its yield potential.”); supra note 38 at 32.    
45 U.S. Dep’t of Agric., Nat’l Agric. Statistics Serv., Quick Stats for 
Nebraska Corn, Grain & Soybeans-Yield, Measured in Bushels/Acre 
(1995), https://quickstats.nass.usda.gov/results/A3BAB75C-BEFF-3665-
8DEF-8D0CBB7674D4 (last visited Dec. 20, 2019); U.S. Dep’t of Agric., 
Nat’l Agric. Statistics Serv., Quick Stats for Nebraska Corn, Grain & 
Soybeans-Yield, Measured in Bushels/Acre (2019), https://quickstats. 
nass.usda.gov/results/A490EBB2-26AD-383A-87F2-0944B690543B (last 
visited Dec. 20, 2019).  
46 Supra note 43 at 7. 
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 Prior to glyphosate-resistant crops, glyphosate could not be 

directly sprayed onto growing crops because it would not only kill the 

weeds, but the crops.47  Direct spraying of glyphosate onto glyphosate-

resistant crops enabled farmers to better control weeds in an economical 

and environmentally-friendly way.48  Farmers using this method saved 

money and time because glyphosate could be applied to control 

“essentially all weeds—300 weed species—at a wide range of growth 

stages with no recropping restrictions.”49  When the patent for 

glyphosate expired, the price fell as generics came on the market 

thereby resulting in more savings for farmers.50   

 Moreover, farmers saved on fuel and equipment.  Because 

glyphosate covers a broad spectrum of weeds, farmers were able to 

                                                           
47 Supra note 40 at 1324.   
48 For example, farmers are able to use spraying equipment to apply 
glyphosate after the crop has emerged from the soil instead of only 
being able to spray prior to crop emergence or having to use row 
cultivators after crop emergence.  
49 Supra note 40 at 1325.    
50 Supra note 38 at 38; supra note 37 at 1. 
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control weeds with “a single timely application ….”51  As such, the use of 

glyphosate may save passes over a field,52 but even if:  

[Glyphosate-resistant] crops do not necessarily save passes 
over a field, … they do substitute herbicide applications for 
more expensive and more fuel intensive methods of weed 
management, such as intensive tillage practices or the use of 
herbicides that require physical incorporation into the soil.  
Also, with potentially fewer passes over the field, tractor and 
spraying equipment lasts longer, and this results in savings 
in machinery and equipment costs over the long term.53  
 

 These cost-savings are, in turn, passed down to other consumers 

and users.  For example, “[l]ivestock producers constitute a large 

percentage of corn and soybean buyers and therefore are major 

beneficiaries of any downward pressure on crop price due to adoption of 

[genetically-engineered] crops.”54  If farmers have cost-savings, then 

those cost-savings are passed on to livestock producers and consumers.  

                                                           
51 Nat’l Research Council, The Impact of Genetically Engineered Crops 
on Farm Sustainability in the United States, 32 (The National 
Academies Press, 2010). 
52 Passes over a field refers to the number of times a farmer uses 
machinery—whether spraying or tilling—to accomplish a task.  For 
example, spraying machinery may cover more ground than cultivators 
(spray booms versus cultivator wings), which means fewer passes over a 
field and less soil compaction or a farmer may have to be in the field 
fewer times to manage weeds. 
53 Supra note 51 at 151-52. 
54 Supra note 51 at 11, 166. 
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This is particularly important because, on average, Americans spend 

12.9% of their household expenditures on food.55   

 The use of glyphosate-resistant crops has also benefited the 

environment.  Glyphosate-resistant crops “have had fewer adverse 

effects on the environment than non-[glyphosate-resistant] crops 

produced conventionally.”56  By being able to spray glyphosate directly 

on glyphosate-resistant crops, farmers are able to eliminate the use of 

row cultivators to control weeds during the growing season and reduce 

the use of intensive cultivation practices after harvest or before 

planting.57  Rather, farmers can engage in conservation tillage: 

Conservation tillage maintains a soil cover with crop 
residues, which has many positive environmental benefits, 
including reduced soil erosion and water pollution from 
nutrient and sediment run-off, protection from wind erosion 
and improved habitat for birds, mammals and 
microorganisms, as well as less consumption of fossil fuels 
and lower carbon dioxide emissions.58  

                                                           
55 Supra note 6. 
56 Supra note 51 at 3. 
57 Supra note 51 at 64 (“[T]he use of glyphosate allowed weeds to be 
controlled after crop emergence without the need for tillage to disrupt 
weed development before or after planting.”).  If a farmer could not 
directly spray crops after emergence, then row cultivators would be 
used to break up the soil between the rows of crops thereby uprooting 
weeds.  
58 Supra note 40 at 1326.    

Case: 19-16636, 12/20/2019, ID: 11540212, DktEntry: 33, Page 33 of 44



28 

 
One form of conservation tillage is no-till, where “the soil and surface 

residue from the previously harvested crop are left undisturbed as the 

next crop is seeded directly into the soil without tillage.”59  The crop 

residue leftover, by conservation tilling, “builds organic matter, and 

there is less soil compaction because [herbicide-resistant] crop growers 

make fewer passes through the field with tractors than non-[herbicide-

resistant] crop growers.”60  Conservation tillage “reduces soil loss from 

erosion, increases water filtration, and can improve soil quality and 

moisture retention ….”61  By increasing water filtration, conservation 

tillage reduces the amount of sediment and chemicals that runoff into 

surface waters.62  Conservation tillage is used on 70% of soybean acres 

and 65% of corn acres.63  Glyphosate and glyphosate-resistant crops 

have helped increase the use of conservation tillage, as well as crop 

production.64   

                                                           
59 Supra note 51 at 63.  
60 Supra note 40 at 1326. 
61 Supra note 51 at 68. 
62 Supra note 51 at 69. 
63 Supra note 38 at VI. 
64 Supra note 40 at 1326. 
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 An added benefit of less tilling is using less fuel resulting in fewer 

emissions.65  For example, moldboard plowing may use 5.29 gallons per 

acre of fuel whereas no-till practices may use 1.40 gallons per acre of 

fuel.66  On a 120-acre field, moldboard plowing may use 635 gallons of 

fuel and no-till practices may use 168 gallons.     

 Glyphosate has other environmental benefits.  Glyphosate is 

“more environmentally benign than the herbicides that it has replaced 

….”67  It has “very low toxicity to mammals, birds, and fish” because 

“they do not have a shikimate pathway for protein synthesis ….”68  

Glyphosate also “has low soil and water contamination potential 

because it binds readily to soil particles and has a relatively short half-

life in soil ….”69   

 Glyphosate is an important tool as part of an integrated and 

diverse weed management system.70  Even with the emergence of 

                                                           
65 Id. 
66 Id.; see also supra note 51 at 151.  A moldboard plow is a piece of 
equipment with curved metal plates pulled by a tractor to turn over the 
soil. 
67 Supra note 51 at 62. 
68 Supra note 51 at 29, 62. 
69 Supra note 51 at 29 & 70.  
70 Supra note 40 at 1328.    
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relatively few glyphosate-resistant weeds, glyphosate-resistant crops 

will be a mainstay because “[w]eeds that have evolved resistance to 

glyphosate have not eliminated the ability of glyphosate to control other 

weeds.”71  Because of its effectiveness on a broad spectrum of weeds, 

glyphosate will continue to be an herbicide that is part of a weed 

management system where resistance can be slowed or removed for the 

remaining 200+ weeds that glyphosate covers.72  It is also cheaper and 

environmentally safer.  Glyphosate will remain an important and 

effective weed management tool for farmers in the amici States.   

 Glyphosate has a beneficial impact on farmers, the economy, the 

environment, and the way of life in the amici States.  If glyphosate were 

curtailed as a result of this case and the thousands of cases like it, there 

would be a palpable and adverse effect on agriculture in the amici 

States and abroad. 

                                                           
71 Supra note 40 at 1329.   
72 Supra note 44 at 32; Univ. of Nebraska-Lincoln, Inst. of Agric. & Nat. 
Res., Multiple Herbicide Resistant Weeds and Challenges Ahead, 
https://cropwatch.unl.edu/multiple-herbicide-resistant-weeds-and-
challenges-ahead#:~:targetText=By%202014%2C%2029%20weed%20 
species,species%20in%20the%20United%20States (last visited Dec. 20, 
2019) (providing there were 15 weed species resistant to glyphosate in 
the United States in 2014). 
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 C. The District Court’s Erroneous Evidentiary   
  Decisions Threaten To Curtail The Important  
  Use Of Glyphosate In Agriculture. 
 
 The importance of glyphosate in agriculture is undeniable.  The 

beneficial impacts of glyphosate not only accrue to farmers and the 

amici States, but to the country and the world as a whole.  The shelf life 

of glyphosate, however, may be limited if the district court’s decisions to 

open the gate to unreliable and misleading expert testimony on the 

carcinogenicity of glyphosate on humans is left standing.  As 

demonstrated below, the curtailment of glyphosate from agriculture will 

have real impacts not only to farmers and agriculture in the amici 

States, but the ripple effects of these impacts will be felt by every 

person.    

 Glyphosate is the most widely used herbicide in the country and 

the amici States.  Because of its broad applicability, effectiveness, price, 

and environmental benefits, it is the herbicide of choice for most 

farmers in the United States.  In 2018, farmers used some form of 

glyphosate on the vast majority of the areas planted with corn and 

soybeans.73   

                                                           
73 E.g., supra note 42.  
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 Many herbicide-resistant crops, like corn and soybeans, are 

engineered to be resistant to only glyphosate.74  Without glyphosate as 

a weed management tool, farmers in the amici States will have to resort 

to another herbicide or more likely a mixture of herbicides.  These 

herbicides may be less environmentally-friendly and less effective on a 

broad spectrum of weeds, meaning farmers may need to use more 

herbicides to fill the gap left by glyphosate or make additional passes in 

the field.  These other herbicides may also be more expensive and more 

difficult to use than glyphosate.  This is because choosing “[glyphosate] 

often means reducing the use of less effective, more costly, and possibly 

more toxic herbicides although exceptions occur ….  That substitution 

effect can produce cost savings as well as reductions in environmental 

and human health risks associated with chemical applications ….”75  

                                                           
74 Supra note 51 at 29; but see supra note 38 at 33 (“Recently, new 
varieties of [genetically engineered] seeds that are tolerant of the 
herbicidal active ingredients dicamba and 2,4-D have been 
commercialized.  It remains to be seen how the introduction of these 
technologies will affect the herbicide use and weed control decisions of 
U.S. farmers.”). 
75 Supra note 51 at 149; see also, supra note 44 at 25 (“[G]lyphosate is 
significantly less toxic and less persistent than traditional herbicides 
….”); U.S. Dep’t of Agric., AER-801, Adoption of Bioengineered Crops, 
28 (May 2002) (“The herbicides that glyphosate replaces are 3.4 to 16.8 
times more toxic” and “glyphosate has a half-life in the environment of 
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Additionally, farmers will have to change up their weed management 

program, which may take additional time and cost additional money.   

 The change to other herbicides may not only impact the 

environment, but also the economy.  Farmers would likely need to 

spend more on herbicides for weed management, which in turn impacts 

downstream consumers of agricultural products, such as livestock and 

poultry producers, manufacturers, and supermarkets.  In the 

alternative, if the market would not adjust to the increased costs of 

farmers’ inputs, then the economies in the amici States—especially in 

the rural areas—may suffer.   

 Agriculture in this country, and the amici States, plays a 

prominent role in feeding the world and conserving the environment.  

“Agriculture must take advantage of any technology that provides more 

food to a hungry world by enabling better control of weeds and does not 

hurt the environment or human health.”76  Glyphosate is a jack of all 

trades in that regard—yields have increased since the introduction of 

glyphosate-resistant crops, the environment has benefitted, the 

                                                           
47 days … compared with 60-90 days for the herbicides it commonly 
replaces.”). 
76 Supra note 40 at 1330.    
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economy has benefited, and it is safer than other herbicides.  All of 

these benefits are important to the amici States where agriculture is a 

valuable component of their identities. 

 Glyphosate is one of the most studied herbicides.  It has 

repeatedly been found not likely to be carcinogenic to humans by the 

EPA, other regulatory bodies, and many scientific researchers.  Tens of 

thousands of farmers have been using glyphosate as their herbicide of 

choice for over twenty years and maybe longer.  Farmers in the amici 

States should not have to worry that glyphosate will disappear because 

the district court and the jury in this case bought into junk science.  The 

district court’s erroneous evidentiary decisions threaten the continued 

vitality of agriculture in the amici States.  This Court should reverse 

the district court’s judgment and exclude Hardeman’s expert testimony 

on general and specific causation.   

CONCLUSION 
 

 The district court’s judgment should be reversed. 
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INTRODUCTION 

 The district court in this case erred.  When regulating pesticides under the 

Federal Insecticide Fungicide and Rodenticide Act (FIFRA), EPA has long declared, 

“The label is the law.”1  For “[i]t is a violation of Federal law to use [a pesticide] in 

a manner inconsistent with its labeling.”  7 U.S.C. § 136j(a)(2)(G).  See also 40 

C.F.R. § 156.10(i)(2)(ii).  Every time EPA reviews and approves the label for a 

registered pesticide, it is making federal law.  EPA’s decisions must also run a 

gauntlet of judicial review.  And the outcome of that administrative law and judicial-

review process then applies to a pesticide’s users.  It also applies to a pesticide’s 

manufacturer and sellers.  It is unlawful for manufacturers and sellers to make claims 

on their labels that differ from what EPA approves.  7 U.S.C. § 136j(a)(1)(B). 

  States can generally restrict the sale or use of pesticides.  But they cannot 

“impose or continue in effect any requirements for labeling or packaging in addition 

to or different from those required under this subchapter.”  7 U.S.C. § 136v(a), (b) 

(emphasis added).  Through its application of state common law, Plaintiff did exactly 

that.  He claimed that Monsanto failed a legal duty to make additional statements on 

the label about alleged cancer risks associated with Monsanto’s glyphosate 

                                           
1 See, e.g., EPA, Pesticide Registration Manual (last updated April 2017), available at 
https://www.epa.gov/pesticide-registration/pesticide-registration-manual. 
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pesticide—cancer risks that EPA has for decades concluded science does not 

support.   

EPA reviewed and approved Monsanto’s glyphosate pesticide label.  That 

approved label was the law tailored to Monsanto’s product.  Yet Plaintiff asserted 

safety labeling requirements exist under California law in addition to and different 

from that required, reviewed, and approved by EPA.  Plaintiff is wrong and his 

lawyers sailed directly into preempted territory in how they opted to try this case.   

INTEREST OF THE UNITED STATES 

 The United States, through the Environmental Protection Agency (EPA), has 

responsibility for implementing and enforcing the Federal Insecticide Fungicide and 

Rodenticide Act (FIFRA), 7 U.S.C. §§ 136-136y.  FIFRA generally requires that 

EPA must register a pesticide and approve its label before that pesticide may be 

distributed, sold, or used in any State.  7 U.S.C. § 136a.  That label, once reviewed 

and approved by EPA, is controlling.  States retain the power to restrict the sale, or 

use of pesticides within their borders, but they cannot “impose or continue in effect 

any requirements for labeling or packaging in addition to or different from those 

required under this subchapter.”  7 U.S.C. § 136v(a), (b).   

Plaintiff here sued the manufacturer of the pesticide Roundup®.  This 

pesticide contains an active ingredient called glyphosate, which Plaintiff alleges 
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causes cancer.  Plaintiff alleged state law causes of action relating to the 

manufacturer’s failure of the common law legal duty to warn of the alleged risk.   

Roundup is registered under FIFRA and its EPA-approved label does not 

contain a cancer warning.  The United States has a strong interest in preserving 

Congress’s express delineation of federal versus state authority, which ensures that 

the federal government can establish and maintain nationally uniform requirements 

for the labeling and packaging of pesticides. 

The United States files this brief as of right pursuant to Federal Rule of 

Appellate Procedure 29(a)(2). 

STATEMENT OF THE CASE 

A. FIFRA 

Congress created FIFRA through a series of enactments to regulate the 

labeling, sale, and use of pesticides, including herbicides.  See Wisconsin Pub. 

Intervenor v. Mortier, 501 U.S. 597, 601 (1991).  As originally enacted in 1947, see 

ch. 125, 61 Stat. 163, FIFRA “was primarily a licensing and labeling statute.” 

Mortier, 501 U.S. at 601 (quoting Ruckelshaus v. Monsanto Co., 467 U.S. 986, 991 

(1984)).  In 1972, Congress “significantly strengthened FIFRA’s registration and 

labeling standards” in response to “environmental and safety concerns.”  Id.; see also 

Federal Environmental Pesticide Control Act of 1972 (1972 Amendments), Pub. L. 

No. 92-516, 86 Stat. 973.  The 1972 Amendments effectively “transformed FIFRA 
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from a labeling law into a comprehensive regulatory statute.”  Mortier, 501 U.S. at 

601 (quoting Ruckelshaus, 467 U.S. at 991).  Congress has continued to amend 

FIFRA in response to experience gained in regulating pesticides.  See, e.g., Federal 

Pesticide Act of 1978 (1978 Amendments), Pub. L. No. 95-396, 92 Stat. 819; Food 

Quality Protection Act of 1996 (1996 Amendments), Pub. L. No. 104-170, Tit. II, 

110 Stat. 1489. 

Section 136a(c)(5) of FIFRA provides that EPA “shall register a pesticide” if 

the agency determines, in light of any restrictions placed on the pesticide’s use, that: 

(A) its composition is such as to warrant the proposed claims for it; 

(B) its labeling and other material required to be submitted comply with 
the requirements of this subchapter; 

(C) it will perform its intended function without unreasonable adverse 
effects on the environment; and 

(D) when used in accordance with widespread and commonly 
recognized practice it will not generally cause unreasonable adverse 
effects on the environment. 
 

7 U.S.C. § 136a(c)(5).  EPA has promulgated FIFRA regulations establishing the 

registration process.  See 40 C.F.R. § 152 et seq.  As part of that process, EPA must 

and does review and approve of the statements manufacturers propose to make on a 

label.  See 40 §§ C.F.R 152.40-152.55.  If EPA has reason to believe a pesticide 

product violates FIFRA’s provisions, EPA may issue “stop sale, use, or removal” 

orders, 7 U.S.C. § 136k(a), the offending products may be seized and condemned, 7 

U.S.C. § 136k(b), and the pesticide manufacturer may be subject to civil and 
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criminal penalties, 7 U.S.C. § 136l.  See 7 U.S.C. 136j (identifying “[u]nlawful 

acts”).   

EPA is required to review each pesticide registration every fifteen years to 

ensure that each registration continues to satisfy FIFRA’s standards.  40 C.F.R. 

§ 155.40(a).  EPA also must review and approve any significant change to the 

labeling or packaging of a FIFRA-registered product.  See 7 U.S.C. § 136a(c); 40 

C.F.R. § 152.44(a). 

FIFRA establishes a program for federal-state cooperation in regulating 

pesticides.  See Mortier, 501 U.S. at 601-602.  Section 136v, captioned “Authority 

of States,” sets forth key principles of that relationship.  See 7 U.S.C. § 136v.  Section 

136v(a) recognizes that, as a general matter, States retain their historic authority to 

regulate pesticide sale or use, provided that a State does not permit a sale or use that 

FIFRA, or EPA’s implementing regulations, prohibit: 

(a) In general 
 

A State may regulate the sale or use of any federally registered pesticide 
or device in the State, but only if and to the extent the regulation does 
not permit any sale or use prohibited by this subchapter. 
 

7 U.S.C. § 136v(a).  

Nevertheless, to ensure a uniform nationwide regulation of pesticide labeling, 

Section 136v(b) forbids a State from imposing any additional or different 

requirements on pesticide labeling or packaging than those imposed by FIFRA: 
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(b) Uniformity 
 

Such State shall not impose or continue in effect any requirements for 
labeling or packaging in addition to or different from those required 
under this subchapter. 
 

7 U.S.C. § 136v(b).  Sections 136v(c)(1) through (c)(4) set out additional limitations 

on state-issued registrations. 7 U.S.C. § 136v(c)(2)-(4).  In short, Section 136v 

provides that a State may prohibit the sale or use of any pesticide within its borders.  

Under specified conditions, a State may also allow a pesticide to be used within its 

borders for purposes other than those provided in the federal registration.   

FIFRA defines the term “label” as “the written, printed, or graphic matter on, 

or attached to, the pesticide or device or any of its containers or wrappers.”  Id.  § 

136(p)(1).  FIFRA defines “labeling” more broadly as:  

[A]ll labels and all other written, printed, or graphic matter: (A) 
accompanying the pesticide or device at any time; or (B) to which 
reference is made on the label or in literature accompanying the 
pesticide or device, except to current official publications of the 
Environmental Protection Agency, the United States Departments of 
Agriculture and Interior, and the Department of Health and Human 
Services, State experiment stations, State agricultural colleges, and 
other similar Federal or State institutions or agencies authorized by law 
to conduct research in the field of pesticides. 

 
Id. § 136(p)(2) (emphasis added). 

 FIFRA prohibits the sale and distribution of misbranded, unregistered, or 

adulterated pesticides and the use of any registered pesticide in a manner inconsistent 
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with its labeling.  7 U.S.C. § 136j(a)(1).  One way a pesticide may be misbranded is 

if its label bears a statement that “is false or misleading.”  7 U.S.C. § 136(q)(1)(A).   

B. California’s Proposition 65 

Under California’s Safe Drinking Water and Toxic Enforcement Act of 1986, 

Cal. Health & Safety Code §§ 25249.5–25249.14, known as Proposition 65, the 

Governor of California is required to publish a list of chemicals said to be known to 

the State to cause cancer.  The contents are determined by certain identified entities, 

including EPA and the International Agency for Research on Cancer.  Proposition 

65 also prohibits any person in the course of doing business from knowingly and 

intentionally exposing anyone to the listed chemicals without a prior “clear and 

reasonable” warning.  Cal. Health & Safety Code § 25249.6.  This means that the 

warning must: (1) clearly say that the chemical involved is known to the State of 

California to cause cancer, or birth defects or other reproductive harm; and (2) be 

given in such a way that it will effectively reach the person before he or she is 

exposed to that chemical.  27 Cal. Code Regs. § 25601.  California recognizes 

several ways to provide the mandated warning.  Cal. Code Regs. § 25602. 
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C. History of Glyphosate Review and California’s Glyphosate 
Listing2 

EPA first reviewed the potential carcinogenic effects of glyphosate in 1985.3 

The reviewing panel concluded that glyphosate, was “possibly carcinogenic to 

humans,” though this conclusion was subsequently amended to a lower risk category 

after the original data was reassessed.  Id. at 1.  In 1991, EPA reviewed additional 

glyphosate studies and concluded that the substance should be classified as having 

“non-carcinogenicity for humans.”  This designation supported EPA’s re-

registration of glyphosate in 1993.4  EPA relied on this 1991 review in a series of 

glyphosate tolerance rulemakings occurring from 1997 to 2008.  See i.e., 62 Fed. 

Reg. 17,723 (1997); 67 Fed. Reg. 60,936 (2002); 69 Fed. Reg. 65,083 (2004). 

                                           
2 In recounting the history of EPA’s glyphosate review the United States cites to 
government reports and records.  This Court may take judicial notice of such reports 
and records.  See Interstate Natural Gas Co. v. Southern California Gas Co., 209 
F.2d 380, 385 (9th Cir. 1953) (recognizing that government records and reports are 
generally appropriate for judicial notice); Fed. R. Evid. 201(b)(2) (The court may 
judicially notice a fact that “can be accurately and readily determined from sources 
whose accuracy cannot reasonably be questioned.”). 
3 See EPA Office of Pesticides & Toxic Substances, “Second Peer Review of 
Glyphosate,” at 3 (Oct. 30, 1991), available at https://archive.epa.gov/
pesticides/chemicalsearch/chemical/foia/web/pdf/103601/417300-1991-10-30a.
pdf.   
4 EPA Office of Pesticides and Toxic Substances, “Reregistration Eligibility 
Decision Glyphosate,” (September 1993), available at  https://www3.epa.gov/
pesticides/chem_search/reg_actions/reregistration/red_PC-417300_1-Sep-93.pdf.   
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 EPA revised its carcinogen risk assessment guidelines in 2005.  The lowest 

risk category under the 2005 guidelines is “not likely to be carcinogenic to humans.”5  

In 2015, during the last Administration, EPA’s Cancer Assessment Review 

Committee reevaluated available glyphosate data, and classified glyphosate as “not 

likely to be carcinogenic to humans.”6  On December 12, 2017, EPA’s Office of 

Pesticide Programs issued a paper entitled “Revised Glyphosate Issue Paper: 

Evaluation of Carcinogenic Potential.”7  EPA undertook this evaluation as part of its 

15-year registration review.  Id. at 12.  The 2017 evaluation includes review of 

existing studies that registrants had not previously submitted to the Agency, as well 

as a comprehensive literature review.  Id. at 20-22.  In 2017, EPA concluded that 

“the strongest support” was for a conclusion that glyphosate is “not likely to be 

carcinogenic in humans.”  Id. at 143.  This 2017 paper is part of EPA’s glyphosate 

registration review process—a process that remains ongoing.  

                                           
5 EPA Risk Assessment Forum, “Guidelines for Carcinogen Risk Assessment,” at 2-
57 (March 2005), available at https://www.epa.gov/risk/guidelines-carcinogen-risk-
assessment.    
6 EPA Office of Chemical Safety & Pollution Prevention, “Glyphosate: Report of 
the Cancer Assessment Review Committee,” at 10 (October 1, 2015), available at 
https://www.biologicaldiversity.org/campaigns/pesticides_reduction/pdfs/EPA-HQ
-OPP-2009-0361-0057.pdf. 
7 EPA Office of Pesticide Programs, “Revised Glyphosate Issue Paper: Evaluation 
of Carcinogenic Potential,” (Dec. 12, 2017), available at https://cfpub.
epa.gov/si/si_public_record_Report.cfm?Lab=OPP&dirEntryId=337935.  
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 On July 7, 2017, California listed glyphosate as a substance regulated under 

Proposition 65, based on the International Agency for Research on Cancer’s 

classification of the pesticide as “probably carcinogenic to humans.”  Because this 

listing triggered Proposition 65’s warning requirements, many manufacturers that 

had been registered to use glyphosate reached out to EPA for guidance.  Some 

specifically sought EPA’s approval to amend their product labels to satisfy 

Proposition 65.  EPA did approve a limited number of applications allowing the 

addition of a Proposition 65 glyphosate cancer warning to pesticide labels when 

requested.  EPA did not, however, consider these statements to be “Human Hazard 

and Precautionary Statements” as administered in 40 C.F.R. § 152.156 Subpart D 

(156.60 et seq.).  Because the statement was not a FIFRA required statement, and 

because it was framed as a statement about California’s assessment, it did not receive 

the same level or review as other parts of the label.  These label-change approvals, 

however, were erroneous because the proposed edits warned of a cancer risk that, 

according to EPA’s assessment, does not exist.8  

As a result, such a warning instead constituted prohibited misbranding.  See 7 

U.S.C. § 136(q)(1)(A) (defining “misbranded” to include representations that are 

“false or misleading in any particular”); § 136j(a)(1)(E) (establishing that it is illegal 

to sell a misbranded pesticide).  See generally 40 C.F.R. § 152.112(f) (allowing EPA 

                                           
8 See n.6, supra.  
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approval of an application under FIFRA Section 3(c)(5), 7 U.S.C. § 136a(c)(5), only 

where “[t]he Agency has determined that the product is not misbranded”).   

 In an August 7, 2019 letter, EPA informed all glyphosate registrants that EPA 

had concluded glyphosate is “not likely to be carcinogenic to humans.”9  EPA then 

stated that products bearing a Proposition 65 warning statement due to the presence 

of glyphosate are misbranded under FIFRA because such a statement is “false and 

misleading.”  See EPA August 7 Letter at 1.  In support of the representation that 

glyphosate is “not likely to be carcinogenic,” EPA cited to its 2017 glyphosate 

evaluation.  Id. 

D. Facts and District Court Proceedings  

Plaintiff, Edwin Hardeman, who regularly used Roundup for many years 

beginning in the 1980’s, was diagnosed with cancer in 2015.  ER2294.10  In 2016, 

Mr. Hardeman filed a complaint against Monsanto seeking compensatory, 

economic, and punitive damages.  Mr. Hardeman brought common law claims based 

on Monsanto’s alleged negligent and wrongful conduct in connection with the 

design, development, manufacture, testing, packaging, promoting, marketing, 

                                           
9 EPA Office of Chemical Safety & Pollution Prevention, Letter from Michael L. 
Goodis, Director, Registration Division to registrants of glyphosate (Aug. 7, 2019), 
available at https://www.epa.gov/sites/production/files/2019-08/documents/
glyphosate_registrant_letter_-_8-7-19_-_signed.pdf (EPA August 7 Letter).   
10 ER refers to the Excerpts of Record filed with Monsanto’s Opening Brief.  SER 
refers to the Supplemental Excerpts of Record filed with this brief.  

Case: 19-16636, 12/20/2019, ID: 11540107, DktEntry: 32, Page 16 of 33



12 

advertising, distribution, labeling, and sale of Roundup.  ER2280; ER2294.  Plaintiff 

filed claims for (1) negligence; (2) design defect; (3) failure to warn; and (4) breach 

of implied warranty.  ER2296-2306.  

 Monsanto filed a motion to dismiss, arguing that the first three claims were 

essentially “warnings-based” claims that were expressly preempted by FIFRA.  See 

Hardeman v. Monsanto Co., 216 F. Supp. 3d 1037, 1037-39 (N.D. Cal. 2016), 

ER117.  Monsanto argued that Plaintiff’s state-law claims sought to compel a 

labeling requirement that differed from the label approved by EPA.  Id.  The District 

Court denied the motion to dismiss, holding that none of the claims were preempted.  

The district court reasoned that Plaintiff’s claims were not preempted because they 

were consistent with FIFRA. Because FIFRA requires a pesticide label to contain 

warnings adequate to protect health and the environment, California law similarly 

requiring warnings of risks is permissible.  Id.   

 The district court then conducted a 19-day jury trial.  Plaintiff dropped his 

implied warranty claim prior to trial and tried only his negligence, design defect, and 

failure to warn claims.  During the course of trial, the Court held that Plaintiff’s 

design defect claim relied solely on a consumer expectations test.  See SER001.  This 

had the effect of converting the design claim to a “warnings-based” claim.  Id.  As a 

result, all three claims that went to trial were based on a failure to warn theory. 
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 Phase I of the trial concluded with the jury finding that Plaintiff had proved 

that his exposure to Roundup was a substantial factor in causing his cancer.  Phase 

II concluded with the jury finding that Plaintiff proved “that Roundup’s design was 

defective”; “that Roundup lacked sufficient warnings of the risk of [cancer],” and 

that “Monsanto was negligent by not using reasonable care to warn about Roundup’s 

[cancer] risk.”  ER1680-1681.  The jury awarded $5,267,634.10 in compensatory 

damages and $75,000,000 in punitive damages.  Id.  The Court subsequently reduced 

the punitive damages award to $20,000,000.  ER10. 

SUMMARY OF ARGUMENT 

 FIFRA prohibits States from imposing “any requirements” for pesticide 

labeling that are “in addition to or different from” those required under FIFRA.  

7 U.S.C. § 136v(b).  Federal law can preempt not only state statutes and regulations, 

but state common law claims based on duties sounding in tort.  The plain terms of 

FIFRA’s prohibition expressly preempt state pesticide labeling requirements, 

regardless of whether those requirements are expressed through positive enactments 

or common-law duties.   

Under FIFRA, the label is the law.  EPA approved the label for the 

pesticide/herbicide at issue here, Roundup, through a registration process that did 

not require a cancer warning.  In fact, EPA has never required a labeling warning of 

a cancer risk posed by Roundup, and such a warning would be inconsistent with the 
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agency’s scientific assessments of the carcinogenic potential of the product.  Mr. 

Hardeman nevertheless sought damages under California common law, alleging that 

Monsanto had failed to adequately warn consumers of cancer risks posed by the 

active ingredient in Roundup.  FIFRA therefore preempts Mr. Hardeman’s claims to 

the extent that they are based on the lack of a warning on Roundup’s labeling.  

ARGUMENT 

FIFRA preempts state tort claims that would subject pesticide 
manufacturers to inconsistent and additional product labeling 
requirements. 

A. Section 136v(b) preempts State common-law duties that 
would impose requirements for labeling “in addition to or 
different from” those required under FIFRA. 

 Section 136v(b) broadly and expressly prohibits “any requirements for 

labeling” that are “in addition to or different from” those that FIFRA imposes.  7 

U.S.C. 136v(b).  Section 136v(b)’s plain text does not distinguish among state 

labeling requirements based on their origin in a state legislature’s enactment of 

statutes, a state agency’s promulgation of rules, or a state court’s articulation of 

common-law standards of care.  See Bates v. Dow Agrosciences LLC, 544 U.S., 431, 

443 (2005).  And thus a court’s articulation of common-law standards of care can be 

preempted just like a legislative or regulatory labeling requirement.  Id.  

 Mr. Hardeman’s failure to warn claims fall within the express preemptive 

scope of FIFRA.  This scope is defined through a two-part test.  See id. at 444.  First, 
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the state law “must be a requirement ‘for labeling or packaging’; rules governing 

the design of a product, for example, are not preempted.”  Id. (quoting 7 U.S.C. § 

136v(b)).  Second, the state law “must impose a labeling or packaging requirement 

that is ‘in addition to or different from those required under [FIFRA].’”  Id. (quoting 

7 U.S.C. § 136v(b)).  Thus, although FIFRA does not prevent a State from making 

the violation of federal labeling requirements a state offense and imposing separate 

sanctions, States cannot impose distinct labeling requirements.  See id. at 442.  Mr. 

Hardeman’s nevertheless based his failure to warn claims on the existence of just 

such preempted requirements.   

First, Monsanto notes that Mr. Hardeman argued to the jury throughout the 

District Court trial that Monsanto’s common law duty included labeling obligations.  

Monsanto Opening Br. at 25-26.  This representation comports with the United 

States’ review of the closing arguments.11  During his closing statement, counsel 

declared: 

And one of those requests for admission is that Monsanto says - - they 
admit, they have never warned that Roundup causes cancer.  It’s not on 
the label, Ladies and Gentlemen. 

 
SER28.  During his recitation of the scientific evidence counsel followed with:  

Let’s go to the animal [studies].  We heard - - remember Dr. Portier 
testified in Phase One about the mice and rats?  The first one, Knezevich 

                                           
11 The United States has not reviewed all 21 volumes of the trial transcript but our 
spot review of the record has revealed nothing that would seem to undermine the 
basic parameters sketched above as to how this case was tried. 
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& Hogan, 1983 - - this is before Mr. Hardeman ever started spraying 
Roundup - - when that study came out originally in 1983, if Monsanto 
had done the right thing and put a warning on the label, we wouldn’t be 
here.  We wouldn’t be here.  Instead, they didn’t. 
 

SER30.  And finally, when discussing how Monsanto should react to those studies 

counsel said:  

What is Monsanto’s response when they are told that it is - - it is a 
Category C oncogene[12]?  A responsible company would first say, 
should we take this off the market?  Or should we test it?  Or should we 
put a warning on it that it is an oncogene?  It is going to cause cancer.  
They don’t do anything. 
 

SER35.   

Second, FIFRA defines “label” to include “written, printed, or graphic matter 

on, or attached to, the pesticide or device or any of its containers or wrappers.”  7 

U.S.C. § 136(p).  This definition clearly includes the warnings that counsel 

referenced at trial.  Indeed, in its closing argument, Mr. Hardeman’s counsel did not 

advance any specific examples, other than a label warning, to illustrate how 

Monsanto could have warned Mr. Hardeman of the cancer risk allegedly posed by 

Roundup.  See SER28, 30, 35; https://iaspub.epa.gov/apex/pesticides/f?p=PPLS:1. 

Third, even if Mr. Hardeman did raise an argument that Monsanto might have 

provided a warning someplace other than Roundup’s labeling, that does not save Mr. 

                                           
12 An “oncogene” is “a gene found in the chromosomes of tumor cells whose 
activation is associated with the initial and continuing conversion of normal cells 
into cancer cells.”  https://medical-dictionary.thefreedictionary.com/oncogene. 
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Hardeman’s case from preemption.  Where a claim relies, even in part, on a 

prohibited argument, this raises questions of whether the trial record was so infected 

that the case must be remanded for retrial.  See Coastal Abstract Serv., Inc. v. First 

Am. Title Ins. Co., 173 F.3d 725, 733 (9th Cir. 1999) (remanding jury award of 

damages for tortious interference where two of the three statements Plaintiff relied 

upon could not violate the Lanham Act or state defamation standards as a matter of 

law, and damages based on the third statement could not be isolated in the record), 

overruled on other ground by Lexmark, Inc. v. Static Control Components, Inc., 572 

U.S. 118 (2014).  Even if alternate, non-“label” or non-“labeling” warnings could 

satisfy Monsanto’s common-law duties, remand and retrial is still appropriate.  

Plaintiff’s label theory is inextricably intertwined with the evidence relied on by the 

jury to establish the elements of Plaintiff’s claims. 

Notably, Mr. Hardeman did not merely seek a label warning that is “different 

from” EPA’s labeling requirements for glyphosate.  He added a glyphosate cancer 

warning to Roundup that EPA rejects.  Following California’s Proposition 65 listing 

in 2017, certain companies that were registered to sell and distribute glyphosate 

sought EPA’s approval to amend the labels of their products to include a Proposition 

65 cancer warning.  Though there were implementation mistakes at an earlier stage, 

EPA ultimately rejected those warnings.  On August 7, 2019, EPA sent a letter to all 

glyphosate registrants reiterating its disagreement with the International Agency for 
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Research on Cancer’s assessment.  A 2017 evaluation of glyphosate by EPA 

scientists continues to conclude it is “not likely to be carcinogenic to humans.”  See 

August 7, 2019 letter.   

In the 2017 evaluation, EPA specifically considered and rejected the 

International Agency for Research on Cancer’s assessment.13  Thus, in its August 7 

letter, EPA warned that any pesticide products with labels bearing the Proposition 

65 warning due to the presence of glyphosate would be deemed misbranded 

pursuant to section 2(q)(1)(A) of FIFRA.  The Proposition 65 warning therefore 

makes a product misbranded because it is misleading.   

Mr. Hardeman’s alleged legal duty to warn nevertheless required a glyphosate 

cancer warning on a Roundup label.  That not only required a different label (a 

requirement preempted by FIFRA)—it would almost certainly compel Monsanto to 

produce a misleading label warning very much at odds with EPA’s scientific 

assessment of the carcinogenic potential of glyphosate, similar to the Proposition 65 

warning already rejected by EPA.14 There is no dispute—nor could there be any 

                                           
13 See n.7, supra; 2017 study at 13, 23, 32-33, 63-64, and 146.   
14 Distinct from express preemption, implied preemption occurs where “it is 
impossible for a private party to comply with both state and federal law.”  Crosby v. 
National Foreign Trade Council, 530 U.S. 363, 372–373 (2000) (internal quotation 
marks omitted).  Implied preemption would also bar Mr. Hardeman’s tort theory, to 
the extent his theory is based on a labeling requirement.  See Wyeth v. Levine, 555 
U.S. 555, 571 (2009) (discussing implied preemption standard).  We acknowledge, 
however, that even in the face of EPA’s consistent historic assessment of the cancer 
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dispute—that FIFRA does not require a warning on Roundup’s label that glyphosate 

causes cancer.  To the extent that Mr. Hardeman’s theory at trial was tied to 

Monsanto’s failure to include a mandatory state-law-based glyphosate cancer 

warning on Roundup labels, such a warning is different from the requirements that 

FIFRA imposed for the labeling and packaging of this product and therefore a legal 

nullity.   

B. The District Court’s analysis is erroneous. 

In denying Monsanto’s motion to dismiss, the District Court held that a state-

required glyphosate cancer warning was essentially no different from FIFRA’s 

requirement that label warnings are “adequate to protect health and the 

environment.”  Hardeman v. Monsanto Co., 216 F.Supp.3d 1037, 1038 (N.D. Cal.).  

The District Court compared this general FIFRA standard to California’s general 

strict liability and negligence standards that require a manufacturer to warn of known 

risks.  Id.  This comparison misses the thrust and full import of FIFRA’s preemption 

provision.  It also ignored the fact that EPA had many times addressed the 

carcinogenic potential of glyphosate in particular and determined that glyphosate is 

not likely to be carcinogenic to humans.   

                                           
risk posed by glyphosate, EPA mistakenly approved glyphosate cancer warnings on 
at least two prior occasions.  This Court does not need to reach implied preemption, 
however, because the claims as to labeling and packaging are expressly preempted. 
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First, in order to avoid federal preemption under FIFRA, it is not enough for 

a state law merely to be advancing similar policies or interests.  7 U.S.C. § 136v.  

Instead, where California general common-law standards impose any inconsistent 

labeling or packaging requirement, the California common-law claims are be 

preempted, even if the standard supporting those claims is phrased similarly to the 

standard imposed by Congress through FIFRA.   

Moreover, the potential that glyphosate is carcinogenic to humans is not 

something that EPA has ignored.  EPA has studied and expressly addressed the 

carcinogenic potential of glyphosate a number of times over the past three decades, 

see supra Statement of the Case § C.  And EPA continues to assess it.  See 

Glyphosate Proposed Interim Registration Review Decision; Notice of Availability, 

84 Fed. Reg. 19782 (May 6, 2019).  Through FIFRA, Congress determined that EPA 

should make these scientific judgments for the nation as a whole.  States may, of 

course, restrict or prohibit the sale or use of pesticides in the State if they disagree 

with EPA’s assessment.  But States are prohibited from second-guessing EPA’s 

determination of what risks should be reflected on pesticide labeling.  7 U.S.C. § 

136v(a), (b). 

Second, the District Court also suggested that EPA’s actions under FIFRA 

were insufficiently formal to trigger preemption.  Hardeman, 216 F.Supp.3d at 

1038-39.  That is incorrect.  The EPA approved label is a very formal affair that is 
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the foundation of any FIFRA preemption argument, and that label (and the 

associated registration process) establishes “requirements” sufficient to support a 

preemption analysis.  The process of registering a pesticide is a scientific, legal, and 

administrative procedure through which EPA examines the ingredients of the 

pesticide, where it will be used, the amount, frequency, and timing of its use and 

storage-related issues.  See 40 C.F.R. § 152.40-152.55 (Registration Procedures).  

This process includes evaluation of human health risks, including review of 

aggregated risks through food, water and residential exposure as well as 

occupational risks.  See 40 C.F.R. § 152.112; Pesticide Registration Evaluation 

Process available at https://www.epa.gov/pesticide-registration/about-pesticide-

registration#label; see also EPA Pesticide Registration Manual available at 

https://www.epa.gov/pesticide-registration/pesticide-registration-manual.   

Every pesticide product label, including the Roundup label, is reviewed, and 

must be approved, as part of this process.  And EPA seeks to ensure that labels 

provide clear directions for effective product performance while minimizing risk to 

human health and the environment.  Once a product is registered, EPA posts the 

approved labels.  See https://www.epa.gov/pesticide-labels/pesticide-product-label-

system-ppls-more-information.  Thereafter, “[t]he label is the law.”  See, e.g., 

Introduction to EPA, Pesticide Registration Manual (last updated April 2017), 

available at https://www.epa.gov/pesticide-registration/pesticide-registration-
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manual.  And the Supreme Court has recognized that such premarket agency 

approvals are sufficient to trigger preemption.  See generally Riegel v. Medtronic, 

Inc., 552 U.S. 320, 323 (2008) (holding that premarket approval of individual 

medical devices were “requirements” sufficient to trigger preemption under the 

Federal Food, Drug, and Cosmetic Act (FDCA).   

Third, the District Court incorrectly stated that Mr. Hardeman’s complaint 

was based on “Monsanto’s alleged violation of FIFRA.”  Hardeman, 216 F.Supp.3d 

at 1038.  This is incorrect, too.  Mr. Hardeman alleged neither a FIFRA claim nor a 

claim under the Food, Drug, and Cosmetic Act. 

Congress provides for such challenges to the EPA-approved tolerance levels 

and labels of any Roundup ingredient.  For example, individuals may file a petition 

challenging a pesticide registration action in federal district court.  7 U.S.C. § 

136n(a).  The label approval is part of such a registration action.  EPA must 

determine that the human dietary risk from pesticide residues in food is consistent 

with safety standards from the FDCA. See 7 U.S.C. 136(bb)(2).  And the tolerance 

is the maximum residue of a pesticide that can legally be present in food or feed.  21 

U.S.C. § 346a(a).  At the conclusion of these processes, glyphosate labels could have 

been challenged through FIFRA’s judicial review process.  Individuals might also 

petition to request amendment of a tolerance level.  See 21 U.S.C. § 346a(d); 40 

Case: 19-16636, 12/20/2019, ID: 11540107, DktEntry: 32, Page 27 of 33



23 

C.F.R. § 180.7.  But Mr. Hardeman did not allege either a FIFRA or an FDCA 

violation regarding glyphosate—neither before EPA nor the district court. 

C. FIFRA’s preemption of state-law labeling requirements is 
broad and no exception applies here that would allow Mr. 
Hardeman’s claims to proceed. 

 With respect to registered product labels, the FIFRA preemption provision is 

sweeping.  It preempts any state law that “would impose a labeling requirement 

inconsistent with those established by FIFRA.”  Worm v. American Cyanimid Co., 

970 F.2d 1301, 1308 (4th Cir. 1992).  A state may impose different or additional 

remedies—or bar or restrict a pesticide use entirely—but it may not impose 

different or additional labeling requirements.  Bates, 544 U.S. at 448.   

Despite this broad scope, the Supreme Court has recognized that the FIFRA 

preemption provision is not unlimited.  It did not reach state-law design-defect 

claims where the particular claim “was not a ‘requirement for labeling or packaging’ 

for purposes of FIFRA and thus fell outside the class of claims covered by the 

express pre-emption provision at issue in that case.”  Mutual Pharmaceutical Co. v. 

Bartlett, 570 U.S. 472, 491 (2013), citing Bates, 544 U.S. at 431, 443–444.  But that 

is inapplicable here.   

In Bates, a group of farmers brought claims under Texas law.  They alleged 

that a pesticide had damaged their crop.  On that issue, Congress’s 1978 FIFRA 

amendment had allowed EPA to waive data requirements pertaining to efficacy and 
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so approve labels without examining efficacy claims.  Bates, 544 U.S. at 440.  See 

also 7 U.S.C. § 136a(c)(5).  EPA invoked this authority, and announced it was 

waiving efficacy review.  See 44 Fed. Reg. 27,932 (1979); 40 C.F.R. § 158.640(b) 

(2004).   

When reaching its decision, the Court recognized that FIFRA did not preempt 

the state-law claims seeking an efficacy-based warning, in part, because EPA did 

not evaluate the efficacy of the product at issue.  Id. at 450.  So EPA had not—by its 

non-review of the pesticides’ efficacy claims—established a legal standard for state 

law to conflict with.  Here, by contrast, Mr. Hardeman seeks to apply state law to 

impose a human-health warning.  And carcinogenicity is a risk that EPA 

indisputably does (and did) evaluate under FIFRA.  See supra Statement of the Case 

§ C.  That is why the farmers’ claims were not preempted.  Id. at 447. 

This distinction between efficacy-related label statements and health-related 

label statements is consistent with other Supreme Court decisions.  In Medtronic, 

Inc. v. Lohr, 518 U.S. 470, 497-498 (1996), the Court considered the reach of a 

similar preemption provision in part of the FDCA.  The FDCA, too, provides that no 

State may establish any requirement relating to the safety or effectiveness of a 

medical device “which is different from, or in addition to” a requirement mandated 

by the FDCA.  21 U.S.C. § 360k(a).  In Lohr, the Court concluded that “general 

federal regulations governing the labeling and manufacture of all medical devices” 
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under the FDCA did not necessarily preempt all state tort claims of general 

applicability.  Id. at 497-98.  But that state tort requirements would be preempted 

when inconsistent with the FDA’s “‘specific counterpart regulations or . . . other 

specific requirements applicable to a particular device’” and its safety.  518 U.S. at 

497-498 (quoting 21 C.F.R. § 808.1(d)). 

In another case, the Court applied that rule.  It held that the FDCA preempted 

state claims when the “Federal Government ha[d] established requirements 

applicable to” the particular medical device in question.  Riegel, 552 U.S. at 321.  

Thus, under both statutes, the Court has recognized that where the agency had not 

established specific standards on point, state law claims were not preempted.  

Nevertheless, in the sphere of regulation where an agency has acted, states cannot 

impose additional requirements. 

As previously noted, EPA has authority over pesticide labels and packaging.  

See 7 U.S.C. §§ 136a, 136q.  EPA is required to ensure that labels are not 

misbranded, and was required by Congress to protect the public from the 

dissemination of false or misleading information.  See 7 U.S.C. § 136(q)(1)(A); 40 

C.F.R. § 152.112(f).  EPA may not approve a pesticide’s introduction into commerce 

unless the Administrator finds that the pesticide “will not generally cause 

unreasonable adverse effects on the environment” when used in accordance with any 

EPA-imposed restrictions and “with widespread and commonly recognized 
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practice.” 7 U.S.C. § 136a(c)(5)(D). “Unreasonable adverse effects on the 

environment” are defined to include “any unreasonable risk to man or the 

environment, taking into account the economic, social, and environmental costs and 

benefits of the use of any pesticide.” Id. § 136(bb).  And there is no exception to the 

bedrock requirement that EPA assess health impacts during the pesticide registration 

process—unlike EPA’s ability to opt out of efficacy review.   

In fact, forty-four versions of the label for the original formulation of Roundup 

have been accepted by EPA since 1991.  EPA most recently approved the Roundup 

label in 2009.15  In EPA’s August 7, 2019 letter to glyphosate registrants, EPA 

clearly expressed its position that a strong glyphosate cancer warning on a pesticide 

label is misbranding.   

 Finally, legislative history reveals no Congressional intent to preserve tort 

actions related to labeling requirements that address the health effects of a product.  

To the contrary, the Committee Reports supporting Congress’s 1972 overhaul of 

FIFRA contain statements expressing an intent to provide for broad preemption of 

state requirements respecting pesticide labels.  The House Committee Reports states, 

with reference to Section 136v(b), that “the Committee has adopted language which 

is intended to completely preempt State authority in regard to labeling and 

                                           
15 A list of approved labels is available by searching the “Product” field of EPA’s 
Pesticide Product and Label System for “Roundup.”  See https://iaspub.epa.
gov/apex/pesticides/f?p=PPLS:1.  
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packaging.”  H.R. Rep. No. 511, 92d Cong., 1st Sess. 16 (1971).  The Senate 

Committee Report expresses a similar intent, stating “[Section 136v(b)] preempts 

any State labeling or packaging requirements differing from such requirements 

under the Act.”  S. Rep. No. 838, 92d Cong., 2d Sess. Pt. 1, at 30 (1972).  Those 

statements suggest that Congress envisioned that all state labeling or packaging 

“requirements”—whatever the form—would be preempted. 

CONCLUSION 

 For all of the foregoing reasons, Mr. Hardeman’s claims of failure to warn in 

Monsanto labeling are preempted.  The judgment of the district court should be 

reversed and this case should be either dismissed or, in the alternative, remanded. 
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