October 15, 2023
Advisory Committee on Civil Rules Committee on Rules of Practice and Procedure
of the Judicial Conference of the United States Thurgood Marshall Federal Judiciary Building One Columbus Circle, NE, Suite 7-240 Washington, D.C. 20544
Re:	Comment on Proposed Federal Rule of Civil Procedure 16.1
Dear Members of the Committee:
On behalf of Bayer U.S. LLC, the undersigned offer this comment on proposed Rule 16.1. Bayer’s position is that Rule 16.1 should address the persistent problem of unsupportable claims in MDLs. The current proposal does not address this overarching issue in a meaningful way.
1. Interests of Bayer and Summary of Position
Bayer is a global enterprise with core competencies in the life science fields of healthcare and nutrition. Bayer designs its products and services to help people and the planet thrive by supporting efforts to address the unprecedented global challenges presented by a growing and aging global population. Bayer is committed to driving sustainable development and generating a positive impact with its businesses.
Through bold ideas and unprecedented insights, Bayer is pioneering new possibilities that advance life for all of us. That means reimagining how we care for ourselves and one another by empowering everyday health, improving approaches to patient care, and finding better ways to nourish our communities around the world.
In recent years, Bayer has been involved in at least seven distinct MDLs, comprising tens of thousands of filed claims, ranging from pharmaceuticals to agricultural products.
Bayer believes that proposed Rule 16.1 does not address the core problem with MDLs today—as the Advisory Committee originally defined it—that “a significant number of claimants ultimately (often at the settlement stage) turn out to have unsupportable claims, either because the claimant did not use the product involved, or because the claimant had not suffered the adverse consequence in suit, or because




the pertinent statute of limitations had run before the claimant filed suit.”1 We urge the Committee to revise the Rule to address this key issue.
1. Unsupportable Claims Are a Significant Problem
Claims that lack factual support and are legally insufficient are a significant problem in MDLs. This Committee identified the problem early in the Rule 16.1 process. Experienced plaintiffs’ counsel have acknowledged it in testimony, and experienced judges have discussed it. Companies including Bayer face unsupportable claims in every MDL. The presence of unsupportable claims adversely impacts us and the courts in many ways. The comment filed by Lawyers for Civil Justice (LCJ) goes through these concerns in significant detail.
Unsupportable claims are a wasteful and expensive distraction, and often slow resolution of meritorious claims by making MDL litigations larger and more cumbersome. They infect the entire MDL litigation process, because the court and the parties must address them in ad hoc processes as they become aware of their existence at various stages of litigation: through a protracted PFS process that operates as a multi-step discovery dispute; through selection (and then voluntary dismissal) of cases for initial or post-remand trials; and during settlement discussions where other complicating issues like double-representations, deceased clients, or clients who cannot be located or contacted, reveal themselves.
For example, in the Roundup MDL in the Northern District of California, after six years of careful MDL supervision, the parties have been preparing cases for remand to their transferor courts as envisioned by Section 1407. As the litigation matured, the court and the parties recognized the need to work up the hundreds of cases that remained on the docket in preparation for remand. After consulting with the parties, the court instituted an orderly process for developing these cases in several tranches over a period of several years. However, once plaintiffs began investigating their cases, they voluntarily dismissed a large number (98 cases) and requested delays (or transfers to later tranches of cases) for more than 200 others. An additional 39 cases were dismissed by the court for failure to comply with court orders or on summary judgment, and more dismissals are expected this year.
During the years those cases were in the Roundup MDL, the facts necessary to determine whether those claims should have been prosecuted in the first place could have been collected, and with a Rule requiring such fundamental investigation the cases could have been dealt with administratively at an early stage. It is important to note that all of this administrative work took place after six years of

1 Agenda Book, Advisory Committee on Civil Rules, Nov. 1, 2018, pp. 142, 143, https://www.uscourts.gov/sites/default/files/2018-11_civil_rules_agenda_book_0.pdf.




MDL practice, and once plaintiffs were required to examine and support their claims, these plaintiffs withdrew them.
Similarly, in the Xarelto MDL in the Eastern District of Louisiana, after three trial victories by Bayer in the MDL, Judge Fallon ordered workup of approximately 1200 cases in two waves, resulting in dismissal of approximately 40% of claims.
There simply is no countervailing benefit for allowing these unsupported claims to be warehoused in federal courts. Rule 16.1 should address this concern and provide judges with proper tools to promptly resolve these cases.
1. Plaintiff Fact Sheets Do Not Deter Unsupportable Claims
The solution that proposed Rule 16.1 offers to address this problem—the submission of Plaintiff Fact Sheets (PFSes)—will neither control nor deter unsupportable claims. Put simply, PFSes are discovery tools, not an early vetting method. The defendant does not immediately receive confirmation that each claim has basic merit. Instead, the PFSes that come in are usually only partially filled out and are provided, if at all, years into the litigation.
For example, in the first Mirena MDL in the Southern District of New York, the PFS process worked as follows:
2. A plaintiff filed a case, or the case was transferred to the MDL.
2. That plaintiff then had 60 days to provide the required PFS. The PFS contained eight simple “core criteria” questions that established Article III standing, subject matter jurisdiction, and ensured no statute of limitations applied.
2. If the plaintiff did not answer these eight questions, Bayer sent a deficiency letter that provided another 30 days to cure the response.
2. If there was still no cure, Bayer gave notice to the Plaintiffs’ Steering Committee and plaintiff’s counsel that it would file a motion to dismiss without prejudice after the next case management conference.
2. If there was still no cure, Bayer filed its motion to dismiss without prejudice.
2. The motion to dismiss was discussed with the court at the next case management conference, and the judge would dismiss the case without prejudice, providing the plaintiff another 90 days to cure.
2. If the plaintiff still did not cure the response within that 90 days, Bayer sent a second notice to the Steering Committee and plaintiff informing them that if there was no cure before the next case management conference, it would seek dismissal with prejudice.




2. If the plaintiff still did not cure before the next case management conference, Bayer filed a motion to dismiss with prejudice.
2. At the next case management conference, the court would confirm that all procedures were followed, discuss the case with Bayer and the Steering Committee, and then dismiss the delinquent case with prejudice.
Thus, to secure a final dismissal in the Mirena MDL using the PFS process, Bayer had to interact with an unsupportable case eleven times, the Plaintiff Steering Committee had to interact four times, and the court had to interact four times. At minimum, this process would take 180 days for each claim, assuming case management conferences occurred precisely as deadlines ran out. This process occurred 650 times in the Mirena MDL, and only three plaintiffs contested the process.
Given that the vast majority of plaintiffs do not defend unsupportable claims, the PFS process is needlessly inefficient, and wastes significant resources compared with the simpler process LCJ has advocated.
To use another example, in the In re Yasmin and Yaz litigation, one attorney filed a 127-plaintiff complaint in April 2014.2 After the case was consolidated into the MDL, Bayer answered the Complaint. The only other court-reported activity on that complaint occurred when Bayer filed a Motion to Dismiss for plaintiffs’ failure to comply with the Case Management Order requiring the plaintiffs to fill out PFSes, because 117 of the 127 plaintiffs had not complied. Plaintiffs’ counsel’s response was to file a motion to withdraw, because “the identified plaintiffs have failed to communicate with counsel.” 117 claims—92% of a single complaint—lacked enough information to fill out a PFS but stayed in the litigation for nearly a year.
As these examples show, the simple fact is that PFSes do not deter unsupportable claims. Plaintiffs’ lawyers still file such claims en masse. It takes extensive motion practice over months, if not years, to clear even a few unsupportable claims off the docket. Most of them stay on the docket; there simply is not enough time or resources to challenge every PSF lacking support.
1. Bayer Supports LCJ’s Proposal
Bayer supports the proposed amendment from LCJ, which would require the transferee court and parties to identify how and when “sufficient information regarding each plaintiff will be provided to establish standing and the facts necessary to state a claim.” This requirement would provide enough corroborating information

2 See In re Yasmin & Yaz (Drospirenone) Marketing, Sales Practices & Prods. Liab. Litig., 2015 WL 1500175 (S.D. Ill. Mar. 27, 2015).




to allow a party to determine whether the claim has the merit required by Federal Rules of Civil Procedure 8(a), 9(b), and 11.
Bayer also supports the Comment language proposed by LCJ. The note accompanying the rule should explain the requirement that the court be provided with sufficient information to establish the “constitutional minimum of standing” with respect to each plaintiff. Further, the note should make clear that the proposed amendment to section (c)(4) complements, and does not displace, the rules defining pleading standards. To the extent MDLs are litigated in (and overseen by) federal courts, they should be subject to the Federal Rules of Civil Procedure, including the rules defining pleading standards.
A Rule 16.1 that requires this information and provides a mechanism for disclosure with the consequence that the plaintiff’s claim is deemed not filed (or dismissed without prejudice) if it lacks that information, would serve as an important first step in assigning responsibility for researching each plaintiff’s claim to the proper parties—plaintiffs and their counsel. In addition, the comment language proposed by LCJ would ensure that MDLs are governed by the existing federal rules.
1. Conclusion
As a defendant in federal court, Bayer has had the opportunity to observe the ways in which improper standards for MDL claims have led to a significant percentage of unsupportable claims. Rule 16.1 requires further amendment to align with the original goals identified by the Advisory Committee. Adopting the proposed changes from LCJ would help address those issues, particularly the significant issue of unsupportable claims.


Respectfully submitted,
William B. Dodero	 Bart A. Whitley General Counsel, Executive Vice President	Senior Vice President,
Head Global Litigation
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