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 Defendants Philip Morris International Inc. (“PMI”), André Calantzopoulos, Martin G. 

King, Jacek Olczak, Manuel C. Peitsch, Frank Lüdicke and Patrick Picavet (the “Individual 

Defendants” and, together with PMI, “Defendants”) submit this memorandum of law in support 

of their motion to dismiss the Second Consolidated Amended Complaint (“SAC”) (Ex. 1, cited as 

“¶ _”) with prejudice.1 

PRELIMINARY STATEMENT 

 The single remaining issue in this case is whether Plaintiffs have stated a claim for 

securities fraud based on Defendants’ allegedly late submission and disclosure of four aerosol 

studies that formed part of PMI’s voluminous applications to the U.S. Food and Drug 

Administration (“FDA”) regarding the IQOS product.  They have not, and the SAC should be 

dismissed with prejudice.   

 In granting leave to amend as to what Plaintiffs term the four “undisclosed studies,” the 

Court instructed Plaintiffs that they must explain “how the results of the undisclosed studies 

undercut the truthfulness of Defendants’ statements about reduced risk and/or reduced exposure.” 

In re PMI Sec. Litig., No. 18-CV-08049 (RA), Dkt. 123 (the “Order”), at 30.  But Plaintiffs failed 

to heed that instruction, and they tellingly omit from the SAC the most critical development that 

occurred in between the Court’s dismissal of Plaintiffs’ Consolidated Amended Complaint 

(“CAC”) and Plaintiffs’ filing of the SAC.   

 On July 7, 2020, more than 30 months after PMI submitted the four studies to the FDA and 

published them online, the FDA issued a widely publicized announcement authorizing PMI to 

                                                 
1 Unless otherwise indicated, internal citations and quotations are omitted, emphasis is added, and 
“Ex.” refers to exhibits attached to the Declaration of Kevin M. McDonough.  The Court may 
consider documents incorporated into the SAC by reference and “information already in the public 
domain and facts known or reasonably available to the shareholders.”  Order at 14 n.3, 18. 
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market IQOS as a modified risk tobacco product.  As support for its decision, the FDA found that 

PMI had demonstrated that IQOS “significantly reduces the production of harmful and potentially 

harmful chemicals compared to cigarette smoke.”  Ex. 2, FDA Release, at 2 (July 7, 2020).  That 

followed the FDA’s earlier determination that the sale of IQOS in the U.S. was “appropriate for 

the protection of the public health.”  Ex. 3, FDA Release, at 1 (April 30, 2019).   

 Plaintiffs use the SAC to second-guess the FDA’s judgment regarding the four aerosol 

studies.  But Plaintiffs’ subjective views of PMI’s studies cannot support a securities fraud claim, 

and the Court should reject the invitation to credit Plaintiffs’ self-serving assessment of the aerosol 

study results over the FDA’s.  In any event, the SAC’s 22 pages of cherry-picked data points from 

the four aerosol studies draw no meaningful connection between the results of those particular 

studies and what Defendants actually said about PMI’s IQOS studies as a whole or its applications 

to the FDA (which PMI warned investors might not be granted).  Nor does the SAC offer any 

coherent explanation for how the results of the aerosol studies rendered Defendants’ actual 

statements false (they did not).  At bottom, the SAC does nothing “more than simply assert that 

Defendants’ claims about its scientific studies were false or misleading given the existence of 

other, undisclosed studies.”  Order at 30. 

 Accordingly, Plaintiffs’ “new” allegations fall well short of supporting a claim for 

securities fraud, see id., and the SAC fails because it does not set forth particularized allegations 

that (i) the challenged statements were materially false or misleading; or (ii) that any Defendant 

acted with fraudulent intent. 

BACKGROUND  

A. PMI’s FDA Applications Regarding IQOS  

In December 2016, PMI submitted an application to the FDA for IQOS to be deemed a 

modified risk tobacco product (“MRTP” or, when referring to the application, “MRTPA”).  ¶ 5; 
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see also Order at 4.  The FDA may issue two types of MRTP orders:  a “risk modification” order; 

and an “exposure modification order.”  Ex. 2, FDA Release, at 1 (July 7, 2020); Order at 4.  PMI 

sought both in its MRTPA.  Id.  PMI submitted more than two million pages of data and materials 

to the FDA in support of the MRTPA, including results from numerous clinical (i.e., conducted on 

humans) and nonclinical (e.g., in vivo and in vitro toxicological assessments) studies, as well as 

the results of aerosol chemistry studies (i.e., analyzing the chemistry of the aerosol generated by 

IQOS).  Ex. 4, Bloomberg Article (Oct. 6, 2016); ¶ 51; Order at 5.  Those same materials were 

made public on a U.S. government website.  Order at 5; see ¶ 53.2   

What Plaintiffs refer to as the “Four Undisclosed Studies,” but which PMI actually 

disclosed to the FDA and published 30 months before the FDA’s MRTPA decision, were non-

targeted differential screening (“NTDS”) studies that analyzed the chemistry of IQOS aerosol 

compared to cigarettes.  ¶ 106.  The NTDS studies entailed an in-depth comparative analysis of 

the composition of IQOS aerosol and cigarette smoke, for the purpose of identifying new or 

increased levels of compounds in IQOS aerosol compared to reference cigarette smoke, and to 

evaluate their toxicological profile.  Ex. 5, PMI TAR, at 4-5 (cited at ¶ 98); Ex. 6, Experimental 

Report MRTPA RLS-ZRH-2016-76-82 LC-HRAM-MS, at 4; ¶¶ 92, 94.  Based on its analysis, 

PMI identified approximately 4,330 compounds from the reference cigarette smoke, and 750 

compounds from the IQOS aerosol—which confirmed that IQOS aerosol is significantly less 

complex compared to reference cigarette smoke.  Ex. 7, TPSAC Tr. (Jan. 24, 2018), at 50.  Of the 

750 compounds in IQOS aerosol, 80 were found at higher concentrations in IQOS aerosol 

compared with reference cigarette smoke, which PMI determined likely was due to blend 

                                                 
2 See FDA, Philip Morris Products S.A. Modified Risk Tobacco Product (MRTP) Applications, 
https://www.fda.gov/tobacco-products/advertising-and-promotion/philip-morris-products-sa-
modified-risk-tobacco-product-mrtp-applications (last visited Oct. 28, 2020). 
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differences between IQOS HeatSticks and reference cigarettes, as well as the fact that some IQOS 

variants were mentholated, unlike reference cigarettes.  Ex. 5, PMI TAR, at 4; Ex. 7, TPSAC Tr. 

(Jan. 24, 2018), at 124, 169.  PMI supplemented its analysis with in vitro and in vivo toxicological 

studies that demonstrated the reduced toxicity of the IQOS aerosol and the potential of IQOS to 

reduce harm compared to smoking.  See Ex. 5, PMI TAR, at 7.  PMI submitted reports of the four 

NTDS aerosol studies and a corresponding toxicological assessment report (“TAR”) to the FDA 

on December 8, 2017, one day after PMI approved the TAR.3  ¶ 98; Ex. 5, PMI TAR, at 13.  

The FDA referred the MRTPA, including the four NTDS aerosol studies, to its Tobacco 

Products Scientific Advisory Committee (“TPSAC”) for review.  ¶ 121; Ex. 7, TPSAC Tr. (Jan. 

24, 2018), at 10-17; Order at 8.  In January 2018, TPSAC conducted a two-day hearing regarding 

PMI’s MRTPA, ¶ 150, for the purpose of making non-binding recommendations to the FDA as to 

whether PMI had provided sufficient evidence of three claims regarding IQOS: 

1. “Scientific studies have shown that switching completely from cigarettes to the 
IQOS system can reduce the risks of tobacco-related diseases.” 

 
2. “Switching completely to IQOS presents less risk of harm than continuing to 

smoke cigarettes.” 
 
3. “Scientific studies have shown that switching completely from cigarettes to the 

IQOS system significantly reduces your body’s exposure to harmful or 
potentially harmful chemicals.” 

 
Ex. 7, TPSAC Tr. (Jan. 24, 2018), at 30-31; Order at 8-9.  At the end of the hearing, TPSAC voted 

overwhelmingly that switching completely from cigarettes to IQOS significantly reduces a 

                                                 
3 The NTDS studies were reviewed by six individuals, who gave their final approvals in November 
2017.  Those approvals followed additional analyses and data evaluation after the initial drafts of 
the study results were completed.  See Ex. 8, Experimental Rep. P1 MRTPA RLS-ZRH-2016-75 
GC×GC-TOFMS (Mar.-June 2016), at 32; Ex. 6, Experimental Rep. MRTPA RLS-ZRH-2016-
76-82 LC-HRAM-MS (Mar.-June 2016), at 27; Ex. 9, Experimental Rep. P1 MRTPA_RLS-ZRH-
2016-401_GC×GC-TOFMS (Oct. 2016-Jan. 2017), at 26; Ex. 10, Experimental Rep. P1 MRTPA 
RLS-ZRH-2016-403-404 LC-HRAM-MS (Oct. 2016-Jan. 2017), at 26. 
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smoker’s exposure to harmful and potentially harmful chemicals (“HPHCs”) (claim #3), while 

voting against recommending claim #1, and narrowly voting against claim #2 (with four votes in 

favor, and five against).  Ex. 11, TPSAC Minutes (Jan. 24-25, 2018); Order at 9-10.   

B. The FDA Approves PMI’s PMTA And Its Reduced Exposure Claim 

In April 2019—more than 16 months after receiving the results of the four NTDS aerosol 

studies—the FDA granted PMI’s Premarket Tobacco Product Application (“PMTA”), authorizing 

PMI to commercialize IQOS in the U.S.  Ex. 3, FDA Release (Apr. 30, 2019), at 1.  That 

authorization was based on the FDA’s “rigorous science-based review,” which informed its 

determination that allowing IQOS to be sold in the U.S. “is appropriate for the protection of the 

public health” because, among other factors, IQOS produces “fewer or lower levels of some toxins 

than combustible cigarettes.”  Id.; Order at 14.  The FDA also observed that “the aerosol produced 

by the IQOS [ ] contains fewer toxic chemicals than cigarette smoke, and many of the toxins 

identified are present at lower levels than in cigarette smoke.”  Ex. 3, FDA Release (Apr. 30, 2019), 

at 2. 

In a report explaining its decision, the FDA acknowledged that the NTDS studies 

“indicate[] that Heatstick aerosols contain four probable [or] possible carcinogenic chemicals that 

are unique to IQOS or present in higher levels than [reference cigarette] smoke,” and that “[t]he 

aerosols also contain 15 other chemicals that are possibly genotoxic and 20 more GRAS 

compounds that have potential health effects.”  Ex. 12, FDA PMTA TPL Review, at 41.  But 

contrary to Plaintiffs’ allegations, the FDA actually concluded that “[w]hen balanced against the 

significant decreases in the number of HPHCs and HPHC yields,” “these chemicals, which are 

present at very low levels, do not raise significant concerns from a public health perspective.”  Id. 
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In July 2020—more than 30 months after receiving the results of the four NTDS aerosol 

studies—the FDA authorized PMI to market IQOS as a “modified risk tobacco product” with the 

following information: 

AVAILABLE EVIDENCE TO DATE: 

• The IQOS system heats tobacco but does not burn it. 

• This significantly reduces the production of harmful and potentially harmful 
chemicals. 

• Scientific studies have shown that switching completely from conventional 
cigarettes to the IQOS system significantly reduces your body’s exposure 
to harmful or potentially harmful chemicals. 

Ex. 2, FDA Release, at 2 (July 7, 2020).4  Referring to the data submitted by PMI—including the 

four NTDS aerosol studies—the FDA announced that IQOS “significantly reduces the production 

of harmful and potentially harmful chemicals compared to cigarette smoke,” and that PMI’s 

studies showed that IQOS aerosols “contain considerably lower levels of potential carcinogens 

and toxic chemicals that can harm the respiratory or reproductive systems.”  Id.   

 The FDA formalized its decision in a Scientific Review, which contained the agency’s 

detailed analysis of the data submitted by PMI, and discussed its own confirmatory testing and 

reviews of data from third parties.  See Ex. 13, FDA MRTPA Scientific Review.  In discussing the 

four NTDS aerosol studies, the FDA recognized that PMI had identified 80 unique compounds 

that were either present exclusively or found in higher quantities in IQOS aerosol versus cigarette 

smoke.  See id. at 24-25.  The FDA concluded, however, that: 

Analytical testing data across multiple studies demonstrate that HPHCs are present 
at substantially lower levels in the aerosol from the IQOS system with Heatsticks 
compared to mainstream cigarette smoke.  With the exception of nicotine and 
anabasine, HPHCs are 47-99.9% lower in the IQOS system with Heatsticks 

                                                 
4 The FDA’s approval of PMI’s MRTPA for a reduced exposure claim made IQOS “the second 
set of products ever to be authorized as MRTPs and the first tobacco products to receive ‘exposure 
modification’ orders.”  Ex. 2, FDA Release, at 1 (July 7, 2020). 
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compared per unit and 20-99.8% lower when compared to normalized nicotine 
levels. . . .  When assessing the overall yield of compounds on FDA’s established 
list of [93] HPHCs, along with compounds of toxicological concern identified by 
the applicant not on FDA’s HPHC list, the yields of potential carcinogens, 
respiratory toxicants, and reproductive/developmental toxicants were considerably 
lower in Heatstick aerosols compared with 3R4F reference cigarette smoke. 
Despite the increase in some constituents of concern, the substantial reduction 
across constituents on FDA’s HPHC list [of 93 HPHCs] demonstrates that, on the 
whole, the process used to heat tobacco in the IQOS system significantly reduces 
the production of harmful and potentially harmful chemicals compared to cigarette 
smoke.  
 

Id. at 26; cf. ¶ 97 (alleging that the four NTDS aerosol studies “reflected that 17-18 of the FDA’s 

list of 93 HPHCs showed the same elevation as in conventional cigarettes” and “were silent on the 

remaining 76-77 HPHCs”).  In addition, the FDA concluded that “a measurable and substantial 

reduction in morbidity or mortality among individual tobacco users is reasonably likely in 

subsequent studies.”  See Ex. 13, FDA MRTPA Scientific Review, at 73.   

C. Procedural History 

Plaintiffs filed the CAC in May 2019, challenging nearly 70 statements regarding IQOS 

studies and sales growth in Japan on behalf of a putative class of investors that purchased PMI 

stock from July 26, 2016 to April 18, 2018.  Dkt. 92.  On February 4, 2020, the Court granted 

Defendants’ motion to dismiss the CAC in its entirety for failure to allege falsity and scienter, and 

“[w]ith the exception of Plaintiffs’ claims with respect to the four undisclosed studies,” the Court 

dismissed Plaintiffs’ claims with prejudice.  See Order.  Following the Court’s denial of Plaintiffs’ 

motion for reconsideration, Dkt. 133, Plaintiffs filed the SAC on September 28, 2020.  The SAC 

adds minutiae regarding the results of the four NTDS aerosol studies that PMI submitted to the 

FDA in December 2017, ¶¶ 85-140, as well as the opinion of a so-called expert that the “results” 

of those studies “were evident when the studies ended, or at most a few weeks thereafter.”  ¶¶ 107-

08.  The remainder of the SAC is identical to the CAC.  
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ARGUMENT 

I. PLAINTIFFS FAIL ADEQUATELY TO PLEAD A SECTION 10(B) CLAIM 

The SAC fails to state a Section 10(b) claim under Rule 9(b) and the PSLRA because it 

does not allege with particularity that (i) any of the challenged statements was materially 

misleading; or (ii) any Defendant acted with fraudulent intent.  See Order at 18-19 (discussing 

pleading standards applicable to Section 10(b) claims). 

A. Plaintiffs Fail Adequately To Plead A False Or Misleading Statement 

Plaintiffs challenge 22 statements related to IQOS studies over a one-and-a-half year 

period, from July 26, 2016 to December 20, 2017.  See ¶¶ 326-70.  But as in the CAC, Plaintiffs 

have failed to present particularized allegations that any of the challenged statements are materially 

misleading.  Order at 30 (citing Rombach v. Chang, 355 F.3d 164, 174 (2d Cir. 2004)).5  

1. Defendants’ Opinion Statements Regarding IQOS Are Not Actionable  

Plaintiffs repeat their claim that Defendants’ opinions regarding the “totality” of the IQOS 

scientific data and the likelihood of a favorable FDA outcome were false because they “failed to 

disclose that the [four NTDS aerosol studies] show[ed] that iQOS contained significantly larger 

amounts of some harmful chemicals than conventional cigarettes.”  See, e.g., ¶¶ 326-32, 335-46, 

349-70; see also App’x A.  But the SAC, like the CAC, does not allege any facts demonstrating 

that Defendants’ opinion statements are actionable under Omnicare, Inc., et al., v. Laborers 

District Council Construction Industry Pension Fund, et al., 575 U.S. 175 (2015).  See Order at 

24-30; Tongue v. Sanofi, 816 F.3d 199, 211-12 (2d Cir. 2016).   

                                                 
5 A table categorizing the challenged statements and identifying Defendants’ falsity arguments is 
attached as Appendix A.  See Fogel v. Wal-Mart de Mexico SAB de CV, No. 13 Civ. 2282 (KPF) 
2017 WL 751155, at *18 (S.D.N.Y. Feb. 27, 2017) (accepting appendices that serve as 
“organizational tools”).   
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First, Plaintiffs again do not allege that Defendants disbelieved any of their opinion 

statements regarding the results of IQOS studies, or that those opinions contained false embedded 

facts.  See Order at 30 (“Plaintiffs have not alleged that Defendants ‘did not hold the belief [they] 

professed’ about the results of the studies or their compliance with GCP, or that they supplied 

‘supporting fact[s]’ that were ‘untrue’ under the alternative Omnicare prong”).  Any such 

allegations would fail in any event, given that the FDA has validated PMI’s interpretations of data 

from the IQOS studies.  See, e.g., Ex. 2, FDA Release, at 1 (July 7, 2020) (IQOS “significantly 

reduces the production of harmful and potentially harmful chemicals compared to cigarette 

smoke”); see also Sanofi, 816 F.3d at 214 (“Plaintiffs [do not] allege that Defendants’ 

interpretation of the data was irrational or unreasonable, and such an allegation would have little 

merit anyway, as the FDA eventually accepted [the product].”). 

Second, Plaintiffs offer no particularized allegations showing that the absence of an earlier 

disclosure of the four NTDS aerosol studies rendered Defendants’ opinions misleading to a 

reasonable investor viewing those statements in context.  This is “no small task” for Plaintiffs, 

Omnicare, 575 U.S. at 194, and as the Court previously held, Defendants “need not have disclosed” 

all negative facts that “tended to cut against their projections,” because “Plaintiffs were not entitled 

to so much information as might have been desired to make their own determination about the 

likelihood of FDA approval,” Order at 29; Sanofi, 816 F.3d at 212.  Reasonable investors do not 

“expect that every fact known to an issuer supports its opinion statement,” Omnicare, 575 U.S. at 

190, and they understood it was possible that they did not have access to all data potentially 

supporting or cutting against PMI’s opinions, see Sanofi, 816 F.3d at 212. 

In any event, Plaintiffs do not and cannot explain how the results of the NTDS aerosol 

studies cut against Defendants’ stated opinions regarding the IQOS data and the likelihood of a 
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positive FDA outcome.  Plaintiffs allege in the SAC that the four NTDS aerosol studies “show[ed] 

that iQOS contained significantly larger amounts of some harmful chemicals than conventional 

cigarettes,” including “glycol,” “glydicol,” and “butylated hydroxytoluene.”6  See generally ¶¶ 86-

120, 326-70.  But this does not bridge the gap the Court previously identified:  nowhere do 

Plaintiffs describe how or why those or any other cherry-picked data points from the NTDS aerosol 

studies are incompatible with any particular opinion the Defendants expressed.  See Order at 29 

(noting that Plaintiffs alleged the four aerosol NTDS studies showed “compounds of toxicological 

concern” but the “challenged statements [] made no mention of the comparative incidence of 

toxicological compounds in iQOS versus conventional cigarettes”); see also Sanofi, 816 F.3d at 

211 (“[T]he omitted facts must ‘conflict with what a reasonable investor would take from the 

statement itself.’”) (citing Omnicare, 575 U.S. at 189). 

For example, Plaintiffs assert that the NTDS aerosol studies showed that eight different 

chemicals with “potential genotoxic concerns” were present at substantially higher levels in IQOS 

aerosol than in cigarette smoke, ¶ 103, but they do not explain the significance of that data in the 

broader context of the vast amount of scientific data supporting IQOS’s potential to reduce 

exposure to harmful chemicals—including, for example, PMI’s toxicological studies showing an 

overall decrease in IQOS toxicity compared with cigarette smoke.  Ex. 13, FDA MRPTA Scientific 

Review, at 25.  Likewise, Plaintiffs nowhere explain how PMI’s stated views that “IQOS vapor 

contains on average 90-95% lower levels of toxicants,” ¶ 359, or “that IQOS aerosol does not 

introduce any new or increased risks compared with tobacco smoke,” ¶ 369, did not “fairly align[] 

with the information in [PMI’s] possession at the time” given the totality of evidence supporting 

                                                 
6 Plaintiffs allege that glycol is associated with respiratory problems, glycidol is a carcinogen, and 
butylated hydroxytoluene “presented genotoxic concerns.”  E.g., ¶ 327. 
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those assertions—even with the alleged higher levels of “glycol” and “glydicol” shown in a small 

subset of aerosol chemistry studies.  See Omnicare, 575 U.S. at 189; see also Ex. 12, FDA PMTA 

TPL Review, at 41 (“When balanced against the significant decreases in the number of HPHCs 

and HPHC yields, however, these chemicals [reflected in the four NTDS studies], which are 

present at very low levels, do not raise significant concerns from a public health perspective.”).   

Moreover, far from being materially false or misleading, PMI’s opinions have been 

validated by the FDA’s authorization for PMI to market IQOS as a reduced exposure product—

more than two-and-a-half years after receiving the purportedly “stunning” results from these 

aerosol studies.  ¶¶ 96, 98; Ex. 2, FDA Release, at 1 (July 7, 2020).  Accordingly, the allegations 

in the SAC are insufficient to plead falsity of an opinion statement under the federal securities 

laws.  See Order at 29; see also Kleinman v. Elan Corp., plc, 706 F.3d 145, 154 (2d Cir. 2013) 

(“[W]here a defendant’s competing analysis or interpretation of data is itself reasonable, there is 

no false statement.”).7 

2. Defendants’ Puffery Statements Are Not Actionable  

In the Order, the Court held that a large number of the challenged statements in the CAC 

were non-actionable puffery.  Order at 23-24.  Plaintiffs nonetheless challenge certain of those 

same broad, optimistic statements again in the SAC, e.g., ¶¶ 349, 361, 363, 367, but they are no 

more actionable now than they were in the CAC.  The SAC also challenges a host of other 

generalized optimistic statements—e.g., that the data is “very encouraging,” ¶¶ 331, 335; the 

                                                 
7 The same is true for statements that PMI’s “assessment program” and studies were “in line with 
the draft guidance from the U.S. Food and Drug Administration (FDA) for Modified-Risk Tobacco 
Products (MRTPs).”  E.g., ¶¶ 328, 361; In re MELA Scis., Inc. Sec. Litig., No. 10 Civ. 8774 (VB), 
2012 WL 4466604, at *13-14 (S.D.N.Y. Sept. 19, 2012).  After reviewing PMI’s methodology 
and granting its PMTA and MRTPA, the FDA made no findings contradicting PMI’s statements 
of adherence to FDA guidance, and Plaintiffs do not allege otherwise. 
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“studies provide strong evidence,” ¶ 353; the “results give us confidence,” ¶¶ 359, 365; and “PMI’s 

Science’s assessment strategy is unique in its completeness and transparency,” ¶ 331.  These 

statements likewise constitute non-actionable corporate puffery.  Order at 24.   

3. In Any Event, Defendants Made No Materially False Or Misleading 
Statements Regarding IQOS Studies 

Plaintiffs allege that the remainder of the challenged statements were materially misleading 

because they “gave investors the impression that the Company had disclosed all material 

information in its possession related to the toxicity of iQOS HeatSticks as compared to cigarettes” 

or that it did not have evidence refuting PMI’s conclusion that IQOS “had the potential to reduce 

the risk of harm from smoking.”  E.g., ¶¶ 326-27, 333-34, 346-47; see also App’x A.  These 

conclusory allegations, which Plaintiffs repeat over and over in the SAC, do not establish that any 

Defendant made an actionable false statement.  

First, Plaintiffs do not dispute that PMI’s disclosures specifically describing its clinical 

IQOS studies were literally true.  E.g., ¶¶ 326, 335, 337, 339, 345, 351, 357, 359 (descriptions of 

the results of its clinical studies, not the four NTDS aerosol studies).8  PMI’s undisputedly accurate 

disclosures regarding its clinical study results cannot form the basis of a securities fraud claim.  

See Order at 22 (“It is ‘well settled that a complaint alleging violations of the securities laws may 

not rely upon statements that are true.’”); see also Rombach, 355 F.3d at 172 (affirming dismissal 

where complaint failed to plead facts demonstrating statements were false); Barilli v. Sky Solar 

Holdings, Ltd., 389 F. Supp. 3d 232, 252 (S.D.N.Y. 2019) (no “duty to disclose negative facts that 

do not render disclosed statements misleading”). 

                                                 
8 As the SAC states, a key difference between PMI’s clinical studies and the four NTDS aerosol 
studies is that the NTDS aerosol studies were not conducted on humans.  ¶ 106. 
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Second, Plaintiffs do not identify a single statement in which Defendants represented to 

investors that PMI had disclosed all of its scientific data and study results (or had done so by a 

particular date).  See generally SAC.  Nor do Plaintiffs identify a single statement in which 

Defendants suggested there was no data showing increases of some potentially harmful chemicals 

in IQOS aerosol as compared to cigarette smoke.  Instead, Plaintiffs try to manufacture an omission 

claim by dint of their own incorrect (and hyperbolic) characterizations of the four NTDS aerosol 

studies.  But Plaintiffs do not explain how or why the allegedly belated disclosure of the NTDS 

aerosol study results misled investors about IQOS’s potential for risk reduction compared to 

smoking cigarettes or the likely outcome of PMI’s applications with the FDA.  This pleading 

failure is exacerbated by the fact that TPSAC and the FDA reached conclusions that run directly 

counter to Plaintiffs’ flawed theory that the IQOS scientific data was not as positive as Defendants 

held it out to be.  Indeed, consistent with the statements that PMI made about its scientific data, 

the FDA has concluded that “on the whole, the process used to heat tobacco in the IQOS system 

significantly reduces the production of harmful and potentially harmful chemicals compared to 

cigarette smoke.”  Ex. 13, FDA MRTPA Scientific Review, at 26.   

Third, Plaintiffs do not even attempt to challenge any of PMI’s toxicological studies—

which, unlike the four NTDS aerosol studies, actually analyzed the toxicity of IQOS—and showed 

that IQOS exhibited “an overall decreased toxicity as compared to cigarettes.”  See Ex. 5, PMI 

TAR, at 12.  Because Plaintiffs do not (and cannot) plead particularized facts undermining PMI’s 

statements that it had seen “significant reductions in the harmful or potentially harmful compounds 

in the [IQOS] aerosol compared with cigarette smoke,” ¶ 365, or that “[i]n vitro and in vivo 

assessments of the aerosol reveal reduced toxicity and no new hazards,” ¶ 351, their omission 

theory fails, see In re EDAP TMS S.A. Sec. Litig., No. 14 Civ. 6069 (LGS), 2015 WL 5326166, at 
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*12 (S.D.N.Y. Sept. 14, 2015) (dismissing allegations based on omission liability because “the 

Complaint overstates the gravity of the FDA’s concerns”). 

Lastly, Plaintiffs fail to connect the alleged omissions regarding the four NTDS aerosol 

studies with any of the challenged statements.  Monroe Cty. Emps.’ Ret. Sys. v. YPF Sociedad 

Anonima, 15 F. Supp. 3d 336, 356 (S.D.N.Y. 2014) (to be actionable, an omission must be 

“sufficiently related to the subject matter of [prior] statements to render those statements 

misleading”).  For example, Plaintiffs assert that the four NTDS aerosol studies showed large 

increases in propylene glycol, glycidol, and the level of butylated hydroxytoluene.  E.g., ¶¶ 327, 

329.  But none of those assertions contradicts PMI’s statements that, for example, “eight clinical 

studies have been completed,” and those “study results show a substantial reduction in relevant 

biomarkers of exposure to [HPHCs],” ¶ 345, or that PMI “measured six clinical risk markers,” and 

found that “switching to IQOS led to an overall improvement of clinical risk markers affected by 

smoking after only three months,” ¶ 357.  At bottom, Plaintiffs’ omission theory is a non sequitur, 

and should be dismissed for this additional reason.  See Gillis v. QRX Pharma Ltd., 197 F. Supp. 

3d 557, 597 (S.D.N.Y. 2016) (no actionable statement where alleged fact “does not contradict 

[defendant’s] statements”); In re Sanofi Sec. Litig., 87 F. Supp. 3d 510, 532 (S.D.N.Y. 2015) (no 

false statement shown where contrary fact was “not inconsistent with defendants’ statements”).  

B. Plaintiffs Fail Adequately To Plead A Strong Inference Of Scienter 

The SAC also fails because it does not come close to pleading a “strong inference” of 

scienter—i.e., an “intent to deceive, manipulate, or defraud”—for any Defendant.  15 U.S.C. 

§ 78u-4(b)(2); Tellabs, Inc. v. Makor Issues & Rights, Ltd., 551 U.S. 308, 319 (2007).  A strong 

inference of scienter may be supported by alleging particularized facts showing (i) that defendants 

had the “motive and opportunity to commit fraud;” or (ii) “strong circumstantial evidence of 
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conscious misbehavior or recklessness.”  ECA v. JP Morgan Chase, 553 F.3d 187, 198 (2d Cir. 

2009).  The SAC fails to do either. 

1. Plaintiffs’ Motive Allegations Remain Deficient 

The Court previously held that Plaintiffs’ “motive and opportunity” allegations were 

insufficient.  Order at 38-39.  The SAC makes no attempt to supplement these deficient allegations; 

accordingly, Plaintiffs again “fail to establish scienter based on the motive and opportunity 

theory.”  Order at 30.   

2. Plaintiffs’ Recklessness Allegations Again Fail 

Because Plaintiffs fail to allege a cognizable motive, their allegations of recklessness, i.e., a 

state of mind approximating actual intent, must be “correspondingly greater.”  Order at 39; Kalnit 

v. Eichler, 264 F.3d 131, 142 (2d Cir. 2001).  In dismissing the CAC, the Court determined that 

none of Plaintiffs’ allegations met this high bar, including those relating to the four NTDS aerosol 

studies.  Order at 40 (“Plaintiffs fail to adequately support their claim that the Defendants knew, 

or recklessly disregarded, that their statements regarding the results of their clinical studies . . . 

were false or misleading.”).  The Court emphasized that Plaintiffs had failed to allege with 

particularity that the Individual Defendants had knowledge of any information that contradicted 

their public statements.  Id. at 41 (“‘[B]oilerplate allegations that defendants knew or should have 

known of fraudulent conduct based solely on their board membership or executive positions are 

insufficient,’ standing alone, ‘to plead scienter.’”) (quoting In re Sotheby’s Holdings, Inc., No. 00 

Civ. 1041 (DLC), 2000 WL 1234601, at *7 (S.D.N.Y. Aug. 31, 2000)).  There is nothing in the 

SAC to cure this fatal flaw. 

Indeed, the SAC contains no particularized allegations whatsoever about Defendants’ 

subjective awareness of any analysis of the four NTDS aerosol studies (or the conclusions drawn 

therefrom) that contradicted Defendants’ public statements, let alone the timing of any such 

Case 1:18-cv-08049-RA   Document 140   Filed 11/02/20   Page 19 of 23



 

16 
 

awareness.  See In re Sanofi, 87 F. Supp. 3d at 534.  The sole, vaguely described “former 

employee” referenced in the CAC and SAC does not even claim to have ever interacted with any 

Individual Defendant, let alone to have been aware of any Defendant’s state of mind.  See ¶ 106; 

Wilbush v. Ambac Fin. Grp., Inc., 271 F. Supp. 3d 473, 497 (S.D.N.Y. 2017) (where witness did 

not have “any contact with the Individual Defendants,” the law “is abundantly clear that [his] 

allegations are insufficient to support scienter”).9  The “former employee” merely speculates 

(incorrectly) that the results of the NTDS aerosol study results “were evident” very shortly after 

the studies ended.  ¶ 106.  Even assuming that PMI’s purported “belated disclosure” of the four 

NTDS aerosol studies could support an inference of scienter (which it cannot), the “former 

employee” does not even claim to have worked on the studies or to have been aware of their results 

at any time.  Id.  Moreover, he does not offer any information about when the Individual 

Defendants became aware of the study results.  Accordingly, the former employee’s vague, 

conclusory allegations (repeated verbatim from the CAC) are woefully insufficient to support a 

strong inference of scienter.  See Altimeo Asset Mgmt. v. Qihoo 360 Tech. Co., No. 19 Civ. 10067 

(PAE), 2020 WL 4734989, at *11 (S.D.N.Y. Aug. 14, 2020) (“[A]llegations by [former 

employees] that are insufficiently particular are apt to be discounted or disregarded.”). 

Plaintiffs’ reliance on “pharmaceutical expert” Todd Clark likewise fails to support any 

inference of scienter.  ¶ 107; Fin. Acquisition Partners LP v. Blackwell, 440 F.3d 278, 286 (5th 

Cir. 2006) (Expert “opinions cannot substitute for facts under the PSLRA.”).  Mr. Clark does not 

claim to have any experience with the types of NTDS aerosol studies used by PMI, ¶ 107, and he 

                                                 
9 Local No. 38 Int’l Bhd. of Elec. Workers v. Am. Express Co., 724 F. Supp. 2d 447, 460 (S.D.N.Y. 
2010) (no scienter where confidential witnesses “had no contact” with defendants); Glaser v. The9, 
Ltd., 772 F. Supp. 2d 573, 589-90 (S.D.N.Y. 2011) (witness was not “privy to [defendants’] 
knowledge”). 
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offers nothing but pure speculation regarding when the study results were fully analyzed and 

finalized.  Id.  And Mr. Clark does not and cannot offer any information about any Defendant’s 

knowledge or state of mind.  See Glaser, 772 F. Supp. 2d at 589-90 (no scienter where witness 

was not “privy to [defendants’] knowledge”). 

Plaintiffs’ scienter theory boils down to the assertion that the four NTDS aerosol studies 

“made it virtually impossible that the FDA would authorize Philip Morris to promote IQOS as a 

reduced-risk tobacco product, and Defendants knew that.”  ¶ 7.  But PMI never guaranteed that 

the FDA would approve a reduced risk claim for IQOS; to the contrary, PMI cautioned investors 

that “[t]here can be no assurance that we will succeed in our efforts or that regulators will permit 

the marketing of our RRPs with substantiated claims of reduced exposure or risk as compared with 

smoking cigarettes.”  Ex. 14, Q1 2016 10-Q, at 46.  Plaintiffs offer no non-conclusory allegation 

that any Individual Defendant possessed knowledge suggesting that statements about the IQOS 

studies or the likelihood of regulatory approval were false when made.  Hensley v. IEC Elecs. 

Corp., No. 13 Civ. 4507 (JMF), 2014 WL 4473373, at *5 n.1 (S.D.N.Y. Sept. 11, 2014).  Nor 

could they.  The FDA outcome here was positive, and it confirmed that IQOS “significantly 

reduces the production of harmful and potentially harmful chemicals compared to cigarette 

smoke.”  Ex. 2, FDA Release, at 1 (July 7, 2020).  That finding belies any notion that the four 

NTDS aerosol studies revealed any purportedly catastrophic results that Defendants thought would 

doom their MRTPA if disclosed earlier than December 2017.  ¶¶ 7, 111.  Further, Plaintiffs’ 

incoherent theory that Defendants intentionally delayed disclosure and submission of the studies 

(without any alleged or obvious benefit to Defendants) is based on “complete conjecture” and 

should be rejected.  Lopez v. Ctpartners Exec. Search Inc., 173 F. Supp. 3d 12, 41 (S.D.N.Y. 2016). 
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3. The Non-Fraudulent Inference Is More Compelling 

 The most plausible inference to be drawn from the SAC and the public record is that 

Defendants believed in good faith that PMI’s scientific studies showed that IQOS had the potential 

to be a better option than cigarettes, which the FDA now has validated.  See Tellabs, 551 U.S. at 

323 (When “determining whether the pleaded facts give rise to a ‘strong’ inference of scienter, the 

Court must take into account plausible opposing inferences.”).  This inference is supported by the 

following undisputed facts, among others:  (i) Defendants disclosed, and did not conceal, a panoply 

of IQOS clinical, nonclinical, and chemical studies, and they repeatedly invested in and stated their 

belief in IQOS as a replacement for cigarettes; and (ii) Defendants maintained large holdings of 

PMI stock during the relevant period, and in some cases increased those holdings.  See Order at 

39; Avon Pension Fund v. GlaxoSmithKline PLC, 343 F. App’x 671, 674 (2d Cir. 2009) 

(“disclosure of [contradictory] meta-analyses results to the FDA and its publication of this 

information on its website effectively refutes plaintiffs’ claim” of fraud); In re MRU Holdings Sec. 

Litig., 769 F. Supp. 2d 500, 516 (S.D.N.Y. 2011) (defendants’ “purchase and ‘retention of the 

shares . . . [is] inconsistent with’” scienter).  

II. PLAINTIFFS FAIL ADEQUATELY TO PLEAD A SECTION 20(A) CLAIM 

 As before, the Section 20(a) claim fails because the SAC (i) does not state a predicate 

violation; and (ii) does not allege culpable participation by any Defendant.  Order at 41. 

CONCLUSION 

 For the foregoing reasons, the Court should dismiss the SAC with prejudice. 
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