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David Heron, Ph.D. 

Global Regulatory Advisor 

Moolec Science, SA 

 

 

RSR number: 23-234-01rsr 

 

 

RE: Regulatory Status Review of soybean developed using genetic engineering for 

accumulation of a meat protein  

 

Dear Dr. Heron:  

 

Thank you for your letter dated August 22nd, 2023, requesting a Regulatory Status Review (RSR) 

for soybean developed using genetic engineering (modified soybean). In your letter, you described 

that the soybean was modified to impart accumulation of a meat protein via genetic engineering.    

The Plant Protection Act of 2000 (7 U.S.C. §§ 7701 et seq.) provides USDA authority to oversee 

the detection, control, eradication, suppression, prevention, or retardation of the spread of plant 

pests to protect agriculture, environment, and the economy of the United States. USDA, through 

the Animal and Plant Health Inspection Service (APHIS), regulates the “Movement of Organisms 

Modified or Produced through Genetic Engineering” as described in 7 CFR part 340.  

Consistent with 7 CFR 340.4, APHIS reviewed your modified soybean to determine whether it is 

subject to the regulations in 7 CFR part 340. Specifically, APHIS reviewed the modified soybean 

to determine whether there is a plausible pathway by which the soybean would pose an increased 

plant pest risk relative to the plant pest risk posed by an appropriate soybean comparator. Based on 

information you provided, publicly available resources, and APHIS’ familiarity with soybean and 

knowledge of the trait, phenotype, and mechanism of action, APHIS considered the (1) biology of 

nonmodified soybean and its sexually compatible relatives; (2) the trait and mechanism-of-action 

of the modification; and (3) the effect of the trait and mechanism-of-action on the (a) distribution, 

density, or development of the plant and its sexually compatible relatives, (b) production, creation, 

or enhancement of a plant pest or a reservoir for a plant pest, (c) harm to non-target organisms 

beneficial to agriculture, and (d) weedy impacts of the plant. APHIS did not identify any plausible 

pathway by which your modified soybean would pose an increased plant pest risk relative to 

comparator soybean plants. APHIS has determined your soybean is unlikely to pose an increased 

plant pest risk relative to its comparators. Once APHIS determines that a plant product is unlikely 

to pose an increased plant pest risk relative to its comparator, and, thus, is not a plant pest or a 

plant that requires regulation because it is capable of introducing or disseminating a plant pest, 

APHIS has no authority to regulate it under 7 CFR part 340. Accordingly, your soybean is not 

subject to the regulations under 7 CFR part 340. APHIS’ determination that this modified plant is 

not subject to the regulations extends to any progeny of the modified plant that is derived from 

crosses with other non-modified plants or other modified plants that are also not subject to the 

regulations in 7 CFR part 340.  

 

Please be advised that APHIS’ decision applies to the soybean developed using genetic 

engineering exactly as described in your letter. If at any time you become aware of any information 

that may affect our review of your modified soybean, including, for example, new information that 

shows the trait, phenotype, or mechanism of action is different than described in your letter, you 

must contact APHIS for further review of the plant at RSRrequests@usda.gov.  

 

Please be advised that your plant product, while not regulated under 7 CFR part 340, may be 

subject to APHIS Plant Protection and Quarantine (PPQ) permit and/or quarantine requirements. 

For further information, you may contact the PPQ general number for such inquiries at 877-770-

5990. Your plant product may also be subject to other regulatory authorities such as the U.S. 
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Environmental Protection Agency (EPA) or the Food and Drug Administration (FDA). Please 

contact EPA and FDA to enquire about the regulatory status of your product.  

Sincerely,  

 

 

 
_________________________________________________________ 

Bernadette Juarez       April 18, 2024 

APHIS Deputy Administrator 

Biotechnology Regulatory Services 

Animal and Plant Health Inspection Service 

U.S. Department of Agriculture  

 

 











 
 

 
 
 
 

March 20, 2024 
 
Via E-Mail 
 
Andrea Hirsch 
Cohen Hirsch, LP 
5256 Peachtree Road, Suite 195-E 
Atlanta, GA 30341 
andrea@cohenhirsch.com 
 

Marlene Goldenberg 
Nigh Goldenberg Raso & Vaughn PLLC 
14 Ridge Square NW 
Third Floor 
Washington, D.C. 
mgoldenberg@nighgoldenberg.com 
 

Lisa Ann Gorsche 
Johnson Becker PLLC 
444 Cedar Street, Ste. 1800 
St. Paul, MN 55101 
lgorshe@johnsonbecker.com 
 

Richard Paul, III 
Paul LLP 
601 Walnut Street, Suite 300 
Kansas City, MO 64106 
rick@paulllp.com 
 

Aaron Hove 
Lockridge Grindal Nauen PLLP 
100 Washington Ave. S., Suite 2200 
Minneapolis, MN 55401 
amhove@locklaw.com 
 

Shields Law Group 
8000 Research Forest Dr. 
Ste. 115-193 
The Woodlands, TX 77382 
sshields@shieldofjustice.net 
 

Mark Abramowitz 
Dicello Levitt 
8160 Norton Parkway, Third Floor 
Mentor, Ohio 44060 
mabramowitz@dicellolevitt.com 
 

A. Layne Stackhouse 
Shrader & Associates, L.L.L.P. 
9 Greenway Plaza, Suite 2300 
Houston, TX 77046 
paraquatsubpoenas@shraderlaw.com 
 

Michael Gallagher 
Pamela McLemore 
The Gallagher Law Firm, PLLC 
2905 Sackett Street 
Houston, TX 77098 
pamm@gld-law.com 
 

Nicholas Shemik 
The Dietrich Law Firm P.C. 
101 John James Audubon Parkway 
Buffalo, New York 14228 
nshemik@calljed.com 
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Jason Johnson 
Zimmerman Reed LLP 
1100 IDS Center 
80 South 8th Street 
Minneapolis, MN 55402 
jason.johnson@zimmreed.com 
 

Sarah Shoemake Doles 
Levin Papantonio Rafferty 
316 Baylen Street, Suite 600 
Pensacola, FL 32502 
sdoles@levinlaw.com 
 
 

Jeff Benton 
Jill Halvorson 
The Benton Law Firm 
1825 Market Center Blvd, Suite 350 
Dallas, TX 75207 
jeff@thebentonlawfirm.com 
 

Joshua Bauer 
Stephanie Wall 
Reich and Binstock LLP 
4265 San Felipe, Ste. 1000 
Houston, TX 77027 
swall@reichandbinstock.com 
 

Tayjes Shah 
The Miller Firm, LLC 
108 Railroad Ave. 
Orange, VA 22960 
tshah@millerfirmllc.com 
 

Patrick Dean McMultray 
OnderLaw LLC 
30 Burton Hills Blvd., Suite 450 
Nashville, TN 37215 
pmcmurtray@onderlaw.com 
 

Shreedhar Patel 
Anisha Mathew 
Shreedhar R. Patel 
901 Main St. 
Dallas, TX 75202 
spatel@sgptrial.com 
 

Layne Hilton 
Meyer Wilson 
305 W. Nationwide Blvd. 
Columbus, OH 43215 
lhilton@meyerwilson.com 
 

Michael Gras 
Nachawati Law Group 
5489 Blair Rd. 
Dallas TX 75231 
mgras@ntrial.com 
 

Patrick McAndrew 
Pulaski Kherkher PLLC 
2925 Richmond Ave., Suite 1725 
Houston, TX 77098 
pmcandrew@pulaskilawfirm.com 
 

Luis Munoz 
The Carlson Law Firm, P.C. 
1717 IH 35 Suite 305 
Round Rock, TX 78664 
lmunoz@carlsonattorneys.com 
 

Amanda Williamson 
2224 First Ave. N. 
Birmingham, AL 35203 
amanda@hgdlawfirm.com 
 

Andrew Moore 24-082 
Morgan and Morgan 
201 N. Franklin St., 7th Floor 
Tampa, FL 33602 
andrewmoore@forthepeople.com 

Kent Fredrick Carlson 
Watts Law Firm 
811 Barton Springs Rd., Suite 725 
Austin, TX 78704 
paraquat@wattsllp.com 
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Leslie LaMacchia 
Beasley, Allen, Crow, Methvin, Portis & 
Miles, P.C. 
218 Commerce Street 
Montgomery, AL 36103 
Leslie.lamacchia@beaslyallen.com 
 

Kevin McKie 
Environmental Litigation Group, P.C. 
2160 Highland Ave. S. 
Birmingham, AL 35205 
kmckie@elglaw.com 
 

 
 Re: In re: Paraquat Products Liability Litigation, 
  Case No. 21-md-3004-NJR 
 
Counsel: 

I represent the Minnesota Department of Agriculture in connection with the subpoenas served by 
plaintiffs in the above captioned matter. 

This letter serves as an omnibus objection to the subpoenas, as set forth below. 

Objection to the Place of Production:  Most of the subpoenas purport to require production of 
documents in locations other than St. Paul, Minnesota.  While the production of documents is 
likely to be electronic, the Department objects to a production of any physical documents at a 
location other than St. Paul. 

Objections to the Timing of Production: 

The Department began receiving subpoenas on March 6, and has received approximately 48 
subpoenas so far with the majority being received between March 11 and March 18.  Given the 
number of subpoenas the Department has received, the Department will not be able to produce 
documents on or before April 19. 

Improper Service: 

The Department notes that the vast majority of subpoenas it has received were not properly served, 
with most simply being mailed to the Department.  The Department reserves its right to contest 
service if any motion is filed with respect to any subpoena. 

Objections to Definitions and Instructions: 

The definitions and instructions included in the subpoenas are substantially identical.  Certain of 
the definitions and instructions are clearly inappropriate in the context of a third-party subpoena, 
many others are not consistent with the Federal Rules of Civil Procedure, and still others purport 
to impose unreasonable constructions on the language of the subpoenas themselves.  In particular: 

• Definition 8 purports to require production of any document in the possession, custody, or 
control of the Department’s “present and former partners, members, associates, attorneys, 
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employees, agents, and representatives thereof.”  The Department will limit its production 
to those documents actually within its own possession, custody, or control. 

• Instruction 1 purports to control the format of the Department’s production.  The 
Department will produce its documents in a format of its own choosing, taking into account 
the reasonable needs of your clients and the burdens on the Department. 

• Definitions 1 and 2, and Instruction 3 contains various demands that words be given 
unnatural meanings.  The Department will give the words “and,” “or,” and “each,” their 
natural meanings. The Department objects to the instruction to construe singular as plurals 
and vice versa, and will construe such words consistent with their natural meanings.  The 
Department objects to the instruction to construe past tense verbs as present tense and vice 
versa, and will give construe such words consistent with their natural meaning.  The 
Department objects to the instruction to construe “negative terms to include the positive 
and vice versa.”  The instruction is nonsensical.  To the extent the Department encounters 
negative or positive terms it will give such terms their natural meaning.  

• Instruction 4 purports to require the Department to provide detail on responsive documents 
that it no longer possesses.  The Department objects and will not provide such detail, which 
is not required by applicable rules. 

• Instruction 5 purports to specify the manner in which the Department will assert any claims 
of privilege or other protections.  The Department objects, and will provide reasonable 
disclosures on these issues, consistent with the requirements of the applicable rules.  At 
present, the Department is not asserting any privileges. 

• Instruction 6 purports to impose an obligation to supplement responses to the subpoena.  
The Department will not provide supplemental responses, which are not required of 
subpoena respondents – something you should know.  See, e.g., Discover Fin. Servs. v. 
Visa U.S.A., Inc., 2006 WL 8460949 *2 n.1 (S.D.N.Y. Aug. 3, 2006); Alexander v. F.B.I., 
192 F.R.D. 37, 38 (D.D.C. 2000). 
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Documents the Department will Produce: 

As set forth above and below, the Department objects to various elements of the subpoenas.  For 
clarity, the Department will search for and produce the following: 

• Licensing data sufficient to show the licensing and/or registration status of sufficiently 
identified persons or entities; 

• Current, publicly available training materials created by the Department for restricted use 
pesticide licenses. 

Common Objections to Production Requests: 

Licensing Data: 

The subpoenas broadly seek production of all documents of any nature in any way related to 
licensing.  These requests are overbroad and too vague to allow any meaningful response.  The 
Department will produce records sufficient to show the licensing status of any individual or entity 
that the subpoena proponent has identified with sufficient specificity to allow the records to be 
located.  The Department notes that many large entities have multiple sites, and multiple licenses.  
For these entities, the subpoena proponent will need to identify the specific location for which they 
seek licensing data.  The Department will correspond separately on this issue as it reviews the 
subpoenas. 

Licensing Requirements: 

The Department is unsure how data about the requirements for obtaining a license is relevant to 
the issue of whether a plaintiff was or was not exposed to Paraquat.  There are no Paraquat-specific 
licensing requirements.   

Your clients can find the current licensing requirements here: 
https://www.mda.state.mn.us/pesticide-fertilizer/pesticide-applicator-licensing.  The Department 
objects to the production of other documents relating to these requirements as unreasonably 
burdensome.  

Training Materials: 

The Department is (again) unsure how data about training requirements is relevant to the issue of 
whether a plaintiff was or was not exposed to Paraquat.   

Nonetheless, the Department does not object to the production of current training materials created 
by the Department that were made available to the general public, and will produce those 
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documents.  The Department objects to the production of all documents relating to training as 
unduly burdensome. 

Use Reports: 

The Department does not require applicators to report on their specific uses of restricted pesticides.  
It also does not require applicators to furnish contracts relating to applications, or records of sales 
or purchases of restricted use pesticides.  As a result, the Department has no such records available 
for production.   
 
In its enforcement actions, the Department does sometimes require applicators to furnish 
information on the restricted use pesticides they used leading to the enforcement matter.  There is 
no way for the Department to review its enforcement records for such reports other than with a 
document by document search of the files.  Even if such usage reports existed, the records would 
generally lack sufficient detail to establish whether a particular individual was or was not exposed 
to Paraquat.  The Department’s enforcement files are also generally classified as not public data 
under the Minnesota Government Data Practices Act and Minnesota Statutes, Chapter 18B. 
 
For all these reasons, the Department objects to conducting searches for restricted pesticide usage 
reports, or documents relating to sales, purchases, or applications of restricted use pesticides. 
 
Time Periods: 
 
The Department notes that its document retention period for most types of records that have been 
requested is six years. 

Additional Objections to Production Requests: 

Certain subpoenas have additional requests beyond those appearing in the bulk of the subpoenas.  
With respect to those subpoenas, the Department provides the following information and 
objections: 

Studies: 

Certain subpoenas seek studies regarding Paraquat.  The Department has not conducted studies of 
Paraquat.  Any studies the Department might possess would be generally available to the public.  
The Department objects to searching its files for the ad hoc presence of such studies. 

Examination Materials: 

Certain subpoenas seek license examination materials.  The Department objects to the production of 
examination materials, which cannot be released publicly for obvious reasons, and which are also 
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generally classified as protected data pursuant to Section 13.34 of the Minnesota Government Data 
Practices Act. 

Contacts at Other Entities: 

Certain subpoenas seek documents showing contacts at other agencies or entities that may possess 
relevant documents.  The Department objects to this request as an improper subject for third-party 
discovery, vague, and as imposing undue burden for the Department.  The Department has no 
readily available document identifying other entities that may possess documents relevant to the 
plaintiffs’ claims. 

Service of Additional Subpoenas: 
 
Having put the plaintiffs on notice of the plainly improper nature of many of the definitions and 
instructions in their subpoenas, the Department also provides the plaintiffs with notice that it will 
not respond to any additional subpoenas that repeat the improper definitions or instructions.   
 
Rule 45(d) requires attorney serving subpoenas to avoid imposing undue burden or expense on a 
subpoena respondent.  Serving subpoenas with clearly improper definitions and instructions 
violates this rule.  Subpoena respondents should not be burdened with the task of culling through 
improper definitions and instructions to preserve their objections.  Service of additional subpoenas 
with these improper definitions and instructions will be met with a flat refusal to respond to the 
subpoena unless and until an appropriate subpoena is served.    
 

Sincerely, 
 
 
 
OLIVER J. LARSON 
Assistant Attorney General 
 
(651) 757-1265 (Voice) 
(651) 297-1235 (Fax) 

 
cc: Doug Spanier, Esq. 
 Chris McNulty, Esq. 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE SOUTHERN DISTRICT OF ILLINOIS 

 
 
In re: PARAQUAT PRODUCTS 
LIABILITY LITIGATION 
 
This Document Relates to All Cases. 

 
  Case No. 3:21-md-3004-NJR 
 
  MDL No. 3004 
 
 
   

 
CASE MANAGEMENT ORDER NO. 21 

RELATING TO LIMITED THIRD-PARTY DISCOVERY 
 

ROSENSTENGEL, Chief Judge: 

On May 15, 2023, the Court entered Case Management Order No. 18 relating to 

Deceased Plaintiffs’ Submissions and Cases Based on Implausible Theories of Proof 

(CMO 18). (Doc. 4242.) CMO 18 reflects the Court’s concern “about the presence of cases 

on its docket that present implausible or far-fetched theories of liability, and therefore 

would not have been filed but for the availability of this multidistrict litigation.” (CMO 18 

at 3.) The Court identified four categories of cases that present implausible theories of 

liability: “(i) a plaintiff states that they have no information concerning their exposure to 

paraquat (as opposed to a different product); or (ii) a plaintiff has no medical evidence to 

support a diagnosis of Parkinson’s disease; or (iii) a plaintiff claims to have used paraquat 

in a form in which it never existed (e.g., in powder or pellet form); or (iv) there are other 

evidentiary issues such as those that led to the voluntarily dismissal of the bellwether 

plaintiffs.” (Id. at 4.)  

Since CMO 18 was issued, the Court has reiterated its concern about the existence 

of many implausible and unsubstantiated claims on the docket in this MDL. During the 
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August 2023 hearing on motions filed pursuant to Federal Rule of Evidence 702, the Court 

clarified CMO 18 and ordered that the parties’ “time in the coming weeks . . . be focused 

on getting [the] docket cleaned up.” (Doc. 4795 at 184:9-10; id. at 183:14-17 (explaining 

that CMO 18 ordered “examination and clean up of the docket”).) On January 22, 2024, 

the Court issued Case Management Order No. 20 (CMO 20), selecting certain cases for 

limited discovery to address the Court’s concern “that a significant number of plaintiffs 

in the MDL . . . do not plausibly allege exposure to paraquat.” (Doc. 5102 at 2.) In the two 

weeks following the issuance of CMO 20, nine of the 25 Plaintiffs who were selected for 

limited discovery voluntarily dismissed their complaints. This prompted the Court to 

issue Case Management Order No. 20A (CMO 20A), where it selected nine additional 

Plaintiffs for limited discovery. (Doc. 5127.) As stated in CMO 20A, “[t]hese dismissals . . . 

only reinforced the Court’s concern about the proliferation of non-meritorious claims on 

the docket of this MDL.” (Id. at 1.)  

The Court asked the Special Master to review and analyze the documentary 

evidence of Plaintiffs’ use of and/or exposure to paraquat as shown in their Plaintiff’s 

Assessment Questionnaires (“PAQ”). The Special Master has advised the Court that 

many Plaintiffs in the MDL have not produced any documentary evidence in support of 

their exposure allegations, despite the opportunity to do so in the PAQ itself, as well as 

requests for the same types of documents made by Defendants to certain Plaintiffs in 

letters sent to Plaintiffs’ counsel. This may be because such proof does not exist, or it may 

instead be because the relevant documentary evidence is in the possession, custody, or 

control of a third-party. Until now, the Court has not required Plaintiffs to request or 
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produce such documentary evidence. See Section XXIII of the Plaintiff’s Assessment 

Questionnaire (“For purposes of this Plaintiff’s Assessment Questionnaire, you are not 

required to obtain records from third party entities ….”)1 

In light of the foregoing, the Court directs each Plaintiff in this MDL to serve third-

party subpoenas pursuant to Federal Rule of Civil Procedure 45 seeking documentary 

evidence providing proof of use and/or exposure to paraquat. Each Plaintiff is 

encouraged to serve any and all subpoenas he or she believes are necessary to establish 

documentary proof of his or her use of and/or exposure to paraquat. The Court likewise 

directs each Plaintiff to produce—by uploading to the PAQ portal—any documentary 

evidence providing proof of use and/or exposure currently in their possession, custody, 

or control that has not already been uploaded to the PAQ portal. This additional limited 

third-party discovery will provide Plaintiffs an opportunity to better determine the 

strength of their claims, as well as expose non-meritorious claims. Additional information 

about Plaintiffs in this MDL also will assist the Court in facilitating the expeditious, 

economical, and just resolution of this litigation, which has been the Court’s goal since 

the MDL’s inception. (See Doc. 16.)  

The Court ORDERS that the third-party subpoenas be served by March 11, 2023. 

The subpoenas SHALL specify a return date of 21 days from service. Any documents 

received in response to the subpoenas SHALL be uploaded to the PAQ portal within 

10 days of production to Plaintiffs’ counsel by the third-party. So long as all documents 

 
1 See Plaintiff’s Assessment Questionnaire, available at 
https://www.ilsd.uscourts.gov//documents/Paraquat/PlaintiffAssmntQuestionnaire.pdf.    
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received in response to a subpoena are uploaded to the PAQ portal, they do not otherwise 

need to be served on defense counsel or the Special Master. Given the expected number 

of forthcoming subpoenas, Lead Counsel for all parties SHALL confer regarding the 

notice requirements under Rule 45(a)(4) and refer any disputes to the Special Master.

Finally, it is this Court’s preference to adjudicate any discovery disputes 

concerning this CMO. Should a dispute arise in connection with a subpoena issued 

pursuant to this CMO, the Plaintiff serving the subpoena SHALL promptly notify this 

Court and inform the presiding Judge of this Court’s preference to decide it.

IT IS SO ORDERED.

DATED:  February 26, 2024 

       ____________________________ 
NANCY J. ROSENSTENGEL
Chief U.S. District Judge


