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Dear Clerk:  

Under FRAP 28(j), Petitioner Logic Technology Development LLC (“Logic”) submits as 

supplemental authorities two memoranda from FDA’s Center for Tobacco Products (“CTP”), that 

are part of the Administrative Record in this matter, but which FDA only made available to Logic 

on December 6, 2022, after the close of the stay briefing. 

These new documents reveal the extraordinary fact that CTP’s Office of Science (“OS”) 

reversed its science-based recommendation to issue marketing granted orders for Logic’s 

premarket tobacco product applications (“PMTAs”) for its menthol-flavored electronic nicotine 

delivery systems (“ENDS”) after receiving pressure from the new CTP Director and his office, the 

Office of Center Director (“OCD”).  In the first memorandum (Ex.A), OS explains that it evaluated 

Logic’s PMTAs, including its product-specific evidence, and concluded that authorization of the 

marketing of Logic’s menthol-flavored ENDS was appropriate.  Ex.A at 2.  OS changed course 

only after the new CTP Director and OCD, to whom OS reports, concluded that menthol-flavored 

ENDS should be treated as a disfavored product category.  Ex.A at 2–3.  The second 

memorandum (Ex.B) reiterates the same policy shift, Ex.B at 3, and suggests that meetings were 

held to address the concerns of OS staff regarding the propriety of this decision-making process, 

Ex.B at 4, including concerns that the new approach would eliminate all non-tobacco-flavored 

ENDS, see Ex.B at 3 n.3.  

These memoranda further support Logic’s argument that FDA denied Logic’s PMTAs for 

its menthol ENDS pursuant to an unpromulgated policy against the product category, not an 

evaluation of Logic’s product-specific evidence.  Dkt.8 at 14–21. That is, under new leadership, 
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OCD overruled OS’s initial recommendations to approve Logic’s products—recommendations 

that OS had based upon its science-based evaluation of Logic’s submission—because OCD 

concluded that all menthol-flavored ENDS should be treated disfavorably, as a category.  As Logic 

has explained, basing product-specific decisions on unpromulgated, across-the-board policies 

that were never subject to notice-and-comment rulemaking is arbitrary and capricious, in violation 

of the APA.  See Dkt.8 at 14–21.  This further demonstrates that Logic has shown a sufficient 

likelihood of success on the merits, entitling it to a stay.  Dkt.30 at 7. 

Sincerely, 

/s/Misha Tseytlin 
Misha Tseytlin 

CC: All counsel of record (via CM/ECF) 
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