
 

 

 
October 23, 2023 

 

 
 
Tim McPherson 

Director of Regulatory Affairs/R&D 

Douglas Products 

1550 East Old 210 Highway 

Liberty, MO 64068 

 

Dear Mr. McPherson: 

 

The memorandum Sulfuryl Fluoride Revised Mitigation and Response to Comments on the Draft Interim 

Re-Entry Mitigation Measures dated June 28, 2023, required label changes to address the potential 

human health risks of concern from the use of sulfuryl fluoride (SF) at residential sites. The 

memorandum Amendment to the Sulfuryl Fluoride Revised Mitigation and Response to Comments on 

the Draft Interim Re-Entry Mitigation Measures Memorandum, June 2023 dated September 27, 2023, 

clarified the requirements and the label language in response to registrant and stakeholder comments. 

The revised labels and requests for amendment of registrations must now be submitted to the Agency 

(Pesticide Re-evaluation Division) for review by Monday, October 30, 2023. 

 

Since the May 2021 release of the Agency’s study on the effectiveness of sulfuryl fluoride clearance 

devices, Laboratory Testing of Portable Clearance Devices with Sulfuryl Fluoride Standard1, the 

Agency has met with Douglas Products on SF-related issues 23 times. In addition, the Agency met with 

other stakeholders such as state regulators and user groups 12 times to confirm mitigation. The Agency 

has responded to Douglas Products’ concerns regarding the required label language changes including 

the label drafting/technical error corrections, aeration/clearance device/website related issues, and 

existing stocks period/implementation of new labels. The Agency even revised mitigation in response to 

registrant and stakeholder comments provided outside of the official comment period when preparing 

the June 28, 2023, memorandum.  

 

The Agency also met with Douglas Products since the issuance of the memorandum on June 28, 2023, 

and has discussed their concerns regarding sulfuryl fluoride internally. On September 27, 2023, the 

Agency clarified some label language and provided Douglas the response memo: “Response to 

Comments Submitted by Douglas Products on July 24, 2023, “Sulfuryl Fluoride Revised Mitigation 

Measures; Outstanding Issues Requiring Attention.” In that document, EPA explains its full 

consideration of the issues raised by Douglas and made adjustments to accommodate those comments 

where appropriate. 

 
1 Analytical Chemistry Branch (ACB), Biological and Economic Analysis Division (BEAD), Office of Pesticide Programs, 

2021. 
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EPA required sulfuryl fluoride registrants to submit labels incorporating required mitigation by Monday, 

October 30, 2023. The Agency team conferred with OCSPP Assistant Administrator Michal Freedhoff 

and Office of Pesticide Programs Director Edward Messina on October 19, 2023, and they concur on the 

required label changes and the October 30 deadline for label submission.  

 

At this time, EPA believes the best way to mitigate the potential risks associated with these products is 

to amend the labels as EPA has indicated in the attached, “Final Amended Sulfuryl Fluoride Label Table 

10, 23, 2023”.  If labels for the products identified (Douglas Products, EPA Registration. nos. 1015-78, 

1015-80, and Ensystex product, EPA Registration No. 81824-1) are not submitted by Monday, October 

30th, 2023, EPA intends to consider whether regulatory or enforcement action may be appropriate.   

 

The “Final Amended Sulfuryl Fluoride Label Table 10.23.2023” which is attached to this document, 

lists the final requirements for SF labels in response to the OIG audit, that are due on SF labels on 

October 30, 2023.  

 

Douglas Comments on October 12, 2023 

Responses to the following comments submitted on October 12, 2023, are described here and included 

in the attached label table. On October 12, EPA received an email from Stephanie Stephens of Exponent 

regarding Douglas’ concerns with EPA’s positions. The email listed 3 main topics that the Douglas team 

wished to discuss further. However, as outlined below, these concerns have already been discussed.  

1. Alternate proposals for Aeration Procedures 1 and 2: Douglas provided a document to EPA on 

October 11, 2023, via email from Tim McPherson proposing label language under which an 

extended 2-hour active aeration (exactly as proposed by EPA) would be the default, but 

fumigators would have the option to check the structure after 1-hour. If all the rooms were at or 

below a specified value (4 ppm) after the first hour, then the job could move to the passive 

aeration phase.  If not, then the full two hours would be required. 

2. Clearances devices: EPA shared updated label language on the clearance devices on October 11, 

2023, via email from Moana Appleyard. Douglas expressed concerns regarding the proposed 

language as it did not include that using a device listed as “Not Effective” on EPA’s website 

would be a violation of FIFRA. 

3. Continuing education requirements: EPA proposed continuing education requirements in the 

Agency’s memorandum dated September 27, 2023, and EPA has not responded to Douglas’ 

proposed alternate language shared by Tim McPherson via email on October 11. Douglas 

proposed to modify the language to read: “[a]ttendees must demonstrate knowledge and 

understanding of the training content consistent with the requirements for obtaining credit for 

having taken the course of the applicable state continuing education program for pest control 

operators.” EPA proposed “[a]ttendees must demonstrate knowledge and understanding of the 

training content with a passing grade of 80%.”   

 

EPA’s Response to Alternate proposals for Aeration Procedures 1 and 2  

EPA met with the Douglas team on August 17, 2023, in response to a letter from Tim McPherson dated 

July 24, 2023. The EPA’s conclusions were communicated during the meeting on August 17, 2023. EPA 

concluded the data support longer aeration times as the only reliable method to ensure adequate 

dissipation of SF; therefore, as a risk management decision, the 2-hour active aeration time requirement 

will be retained.   

Per the memorandum Sulfuryl Fluoride Revised Mitigation and Response to Comments on the Draft 

Interim Re-Entry Mitigation Measures dated June 28, 2023, the Agency determined that revised aeration 
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procedures are necessary to ensure the safe re-entry into fumigated structures. The concern over the 

inability to accurately detect SF with existing portable clearance devices led the Agency to require 

expanding the aeration procedures to ensure that SF has sufficiently dissipated prior to anyone re-

entering a fumigated structure. Early mitigation based on the OIG report for SF proposed removing 

Aeration Procedures 1 and 2 and replaced those procedures with the California Aeration Plan (CAP). 

Afer receiving comments during the public comment period on the CAP proposals, EPA altered its 

mitigation proposal and revised it to require extended aeration times (both active and passive) and 

removed the requirement of keeping tarps on the structure for the entire aeration period. As longer 

aeration times are the most effective way for SF to disperse, the Agency believes the revised aeration 

requirements are needed to provide necessary protections for people re-entering fumigated structures. 

Therefore, the October 11, 2023, proposal is not acceptable to the EPA.  

EPA’s Response to Clearance Devices 

On September 29, 2023, EPA met with the Douglas team and Ken Kendall from Ensystex. EPA 

discussed the details of the memorandum Amendment to the Sulfuryl Fluoride Revised Mitigation and 

Response to Comments on the Draft Interim Re-Entry Mitigation Measures Memorandum, June 2023 

dated September 27, 2023, and recent comments submitted on the proposed mitigation. Moana 

Appleyard emailed Douglas Products a proposal stating that “if [the registrants] can submit the language 

in the next couple of days, and if we can get agreement on that language, the change will not affect the 

time frame for revised sulfuryl fluoride labels to be submitted to the Agency, with the language listed in 

the SF Amendment.” In response, the Douglas team proposed via email from Tim McPherson on 

October 3 the following label language: 

“Registrants, remove all references to clearance devices being ‘approved.’ Replace language with 

the following statement: 

‘Confirm concentration of sulfuryl fluoride of 1 ppm or less, with a clearance device permitted by 

[Registrant] for use with [Product] as meeting the Agency’s Reliability and Accuracy 

performance criteria for detection at 1 ppm. Refer to EPA’s website at Sulfuryl Fluoride | US 

EPA (https://www.epa.gov/ingredients-used-pesticide-products/sulfuryl-fluoride) for more 

information and a list of devices that EPA has determined to be “Effective” and “Not Effective” 

based on Agency testing. A device listed as “Not Effective” on EPA’s website may be used if the 

device is permitted by [Registrant].” 

EPA was concerned about the statement being misbranding and revised the statement to the following, 

which is included in the attached 10.23.2023, SF label table: 

“Registrants, remove all references to clearance devices being ‘approved.’ Replace language with 

the following statement:  

‘Confirm concentration of sulfuryl fluoride of 1ppm or less. Refer to EPA's website at Sulfuryl 

Fluoride | US EPA (https://www.epa.gov/ingredients-used-pesticide-products/sulfuryl-fluoride) 

for more information and a list of effective clearance devices.’ ” 

Douglas Comments on Agency Review of Clearance Device Data 

The following is the Agency response to the October 13, 2023, email from Douglas Products, 

concerning their comments on the Agency review of their most recent clearance device data, “Douglas 

Products’ Response to Data Evaluation Record for MRID No. 52213401.” The MRID is the latest study 

submitted by Douglas Products on July 10, 2023, evaluating whether the SF-ExplorIR clearance device 
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meets EPA’s Accuracy and Reliability criteria for the effectiveness of such devices. EPA has listed the 

SF-ExplorIR as “Not Effective” on its website and the recent data submitted by Douglas did not provide 

additional information sufficient to change this designation. As discussed in the Agency review of 

MRID, 52213401, and during previous discussions with Douglas, there were several concerns with the 

study that resulted in it being designated as invalid.2 Of the concerns with MRID 52213401, the DER 

outlines the Agency’s main issue with the study, which was the lack of a verified standard at 1ppm, as 

required in the Agency protocol, available at https://www.epa.gov/ingredients-used-pesticide-

products/guidance-sulfuryl-fluoride-clearance-device-testing#submit-protocol. EPA’s conclusions on 

this study were shared with Douglas on October 17, 2023. In that meeting, Douglas Products stated that 

EPA should conclude, based on the most recent Douglas study (MRID 52213401), as well as their 

previously study (MRID 51743801), that the SF-ExplorIR meets EPA’s Reliability and Accuracy 

criteria for detecting at the clearance limit of 1 ppm. The Agency reviewed the 10/13/2023 comments 

from Douglas Products and found they did not address the Agency concerns on the submitted test, 

including the Agency’s main concern regarding the reliability of the laboratory prepared 1 ppm SF 

standard. The Agency had suggested that an independently prepared or certified SF standard at 1 ppm be 

used to test the SF-ExplorIR or to verify the laboratory prepared 1 ppm SF standard. The Douglas study 

did not use independently verified standards and the comments attempted to explain that the diluted 

standards they used in the study were adequate. The Agency has determined that the 10/13/2023 

comments did not provide sufficient evidence to support the argument that the laboratory prepared 1 

ppm SF standard is reliable and the SF-ExplorIR is effective at detecting SF at 1 ppm.  

EPA maintains that the language referring to EPA’s website that provides a list of effective clearance 

devices is required on sulfuryl fluoride labels. Per the memorandum Sulfuryl Fluoride Revised 

Mitigation and Response to Comments on the Draft Interim Re-Entry Mitigation Measures dated June 

28, 2023, the Agency conducted an assessment of clearance devices to validate their effectiveness in 

detecting required clearance levels. The EPA’s conclusions are published in Final Report – Laboratory 

Testing of Portable Clearance Devices with Sulfuryl Fluoride Standard available in the sulfuryl fluoride 

public docket. Additionally, these results have been shared in 2 webinars on May 19 and 20, 2021 to 

registrants, device manufacturers and stakeholders and posted all documentation to the public docket on 

(date,2021).  

In summary, all references to “approved” clearance devices must be removed from Agency approved 

labels, whether the devices meet the criteria for effectiveness or not, according to the Agency criteria, as 

this would represent misbranding. Additionally, none of the data submitted by Douglas Products to date 

supports the SFExplorIR as effective in measuring the clearance level of 1 ppm.   

EPA’s Response to Continuing Education Requirements 

The Agency amended the language for the Registrants Stewardship training requirements under the 

Initial Training and Annual Recurrent Training, to include a metric for enforcement.  
 

“[a]ttendees must demonstrate knowledge and understanding of the training content with a passing grade 

consistent with the requirements for obtaining credit for having taken the course of the applicable state 

continuing education program for pest control operators.” 

 

 
2 Data Evaluation Record of MRID No. 52213401 (2023), SF-ExplorIR 08122023. Analytical Chemistry Branch, Office of 

Pesticide Programs. 
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Aeration Label Language Update 

 

The Agency conferred with representatives from the California Department of Pesticide Regulation 

(CalDPR) on October 23, 2023, and has revised the aeration reference to the California Aeration Plan 

(CAP), during a blow open. The following statement is removed from the 10.23.2023 SF label 

requirement: 

 
“In California, for a structure in which aeration using the California Aeration Plan (CAP) failed during the 

aeration time specified in Table 2 in CAP (e.g., the tarpaulins blew open, the ducted aeration fan failed, etc.), 

Aeration Procedure 2 must be conducted using a minimum wait time using the Table X from the initiation of 

aeration in Step (1).” 

 

Based on the conclusions of all the issues as outlined above, there is no issue in which to meet and 

discuss and the amended label must include the label changes as outlined in the attached label table, 

Final Amended Sulfuryl Fluoride Label Table 10.23.2023. Appendix B are due on Monday, October 30, 

2023. 

        

       Sincerely, 

        

        
       Mary Elissa Reaves, Ph.D. 

       Director 

       Pesticide Re-evaluation Division 

       Office of Pesticide Programs 

 

 

ENCLOSURE, Appendix B. Required Label Changes for Sulfuryl Fluoride Products – October 23, 2023 

 

cc:  Wes Long, CEO, Douglas Products 

 Scott Johnston, Vice President of Operations, Douglas Products 

 Heather Kern, Commercial Leader- Management Division, North America, Douglas Products 

 Stephanie Stephens, Exponent 

 Ken Kendall, Ensystex 














