REVI SED OCTOBER 15, 2001
IN THE UNI TED STATES COURT OF APPEALS
FOR THE FI FTH Cl RCU T

No. 99-20449

JAMES M NATHENSON, on behal f of
hinmself and all others simlarly situated,
DSAM GLOBAL VALUE FUND LTD; JONATHAN
MARGALI T; AM T SANGHVI; JI ANBO Xl E;
JOHN DERCSA; ROBERT STRASSMAN;
DEAN HAGEN, ARNO HAUSMANN,
Pl ai ntiffs-Appellants,

ver sus

ZONAGEN | NC, ET AL,
Def endant s,

ZONACEN | NC, JOSEPH PODOLSKI ;
STEVEN BLASN K; M SUTTER,

Def endant s- Appel | ees.

Appeal fromthe United States District Court
for the Southern District of Texas, Houston

Sept enber 25, 2001
Bef ore GARWOOD, DeM3SS, and PARKER, Circuit Judges.
GARWOOD, Circuit Judge:
Pl ai ntiffs-appel |l ants James Nat henson and ot hers (col | ectively, the
plaintiffs) filedthis putative class actioninthe court bel owagai nst

def endant s- appel | ant s Zonagen, I nc. (Zonagen), Zonagen chi ef executive



of fi cer and director Joseph Podol ski (Podol ski) and Zonagen out si de
directors and maj or sharehol ders Steven Bl asni k (Bl asni k) and Martin
Sutter (Sutter) (collectively, the defendants). Intheir conplaint, the
plaintiffs sought class certificationandallegedviolations of sections
10(b) and 20(a) of the Securities Exchange Act of 1934 (1934 Act) and
Rul e 10b-5 of the Securities Exchange Conm ssion (SEC). The def endants
moved to dism ss the conplaint under FED. R Cv. P. 12(b)(6). The
district court granted the notion in a nmenorandumopinion and in a
separ at e docunent rendered judgnent that “this actionis dismssedwth
prejudice.” The plaintiffs nowappeal. Finding sufficient nmerit in
one of plaintiffs’ conplaints on appeal, we vacate and renand.
Facts and Proceedi ngs Bel ow

This is a private securities fraud action brought by nine
putative class representatives on behalf of purchasers of common
stock in Zonagen, a biopharmaceutical conpany based in The
Wbodl ands, Texas. The plaintiffs allege that during the class
period,! February 7, 1996, through January 9, 1998, the
def endant s—Zonagen, its president and CEQ, Podol ski, and two of its
outside directors and nmaj or sharehol ders, Blasnik and Sutter, the
| atter being Chairman of the Board, engaged in a schene to defraud

t heir sharehol ders by i ssuing a series of public m srepresentations

! I'ntheir Consolidated Anrended Conpl ai nt, the plaintiffs sought
class certification under FED. R CGv. P. 23. However, the district
court granted the defendants’ notion to dism ss before ruling on the
certificationissue. Despitethe absence of certification, wewll, for
clarity's sake, refer to the tinme in question as the “class period.”
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about two of Zonagen's potential products in order to inflate
artificially the val ue of Zonagen’s stock and sell $67.5 million in
stock in July 1997 at an inflated price. The two potenti al
products in question are “Vasonmax,” an oral treatnent for nale
erectile dysfunction (MED), and “Imunmax,” an adjuvant? for the
delivery of aninmal and human vacci nes.

In order to market a drug in the United States, devel opers
must first obtain the approval of the Food and Drug Adm ni stration
(FDA) . This approval process involves, anong other things,
conducting a series of clinical trials to establish the safety and
efficacy of the drug. The maker of the drug then submts the
results of these trials to the FDA as part of its New Drug
Application (NDA). Phase | trials test the safety, dosage
tol erance, and ot her pharmacokinetic properties of the drug; they
also identify the primary side-effects, if any, that the drug may
cause. During Phase Il trials, researchers test the drug in a
limted patient population to gather information about efficacy,
opti mal dosage | evels, adverse effects, and safety risks. Phase
1l trials test the efficacy and safety of the drug in an expanded
patient popul ation at geographically dispersed trial sites.

The broad contours of the events in question are as foll ows.

2 An adjuvant a is foreign substance that inproves a given
i mune response i n the body by enhancing the effect of a particular
antigen, which is a substance that stinulates the production of
anti bodi es. See STEDVAN S MeDI CAL DicTioNaRY 29 (Marjory Spraycar ed.,
26th ed. 1995).



In 1995, Zonagen conpleted its Phase | trials for Vasomax in
Ireland and reported the results of these trials in a Form 10-K
filed wth the SEC that year. The conpany then initiated Phase |
trials in Germany; these trials concluded in March 1996. On
February 7, 1996, the first day of the class period, Zonagen shares
traded at $12 3/8. On February 7 and 14, 1996, before the
conpletion of the Phase Il trials, two news itens appeared i n which
Podol ski indicated that the “prelimnary” results of the Phase |
trials were positive. Simlar statenents were nmade to anal ysts on
March 5 and in a March 14, 1996 press release (simlar statenents
were also made in Zonagen’s April 1, 1996 10K for the year ended
Decenber 31, 1995). The stock traded at $16 a share on March 13,
1996. On May 9 and 16, 1996, Zonagen issued press rel eases that
described the Phase Il results in positive ternms, the May 9 rel ease
unm st akably i npl ying and the May 16 rel ease expressly stating that
the Phase Il trials produced statistically significant results. As
the district court noted, Zonagen shares after March 13, 1996 “fel
steadily until reaching . . . less than $10 per share in early
August . ”

In press releases, as well as in its public filings wth the
SEC, Zonagen represented not only that the Phase Il trials had
positive results, but also that Zonagen had acquired the rights to
a “nmethod of use” patent, known as the Zorgniotti patent, which

covered the adm nistration of phentolam ne, the active ingredient



i n Vasonax. In addition, Zonagen used its press releases and
public filings of 1996-97 to state its belief that it had
“di scovered” a “new’ adjuvant, which it called | munax.

I n Novenber 1996, Zonagen began Phase Il trials for Vasonmax
in the United States. Soon after, Zonagen began issuing press
rel eases discussing these trials and expressing its hope that the
results woul d enabl e Zonagen to file an NDA by June 1997. In its
public filings with the SEC, it made simlar statenents about the
Phase 111 trials in the United States. On Novenber 14, 1996
Zonagen filed a Form S-3 with the SEC in connection with the
proposed sale by sone of its sharehol ders of Zonagen shares not
previously publicly offered. In the Form S-3, Zonagen di scl osed
that the Phase Il trials had not yielded statistically significant
results and that the other patent (the Lowey patent) it had hoped
woul d cover Vasomax had been rejected in a non-final first office
action by the United States Patent and Trademark O fi ce.

I n 1997, Zonagen's press rel eases and public filings noted the
positive results of the Phase |1l trials. On June 11, 1997,
Zonagen filed a Form S-3 with the SEC seeking registration of two
mllion shares of Zonagen stock for sale by the conpany. The Form
S-3 stated that the Phase Ill trials had yielded statistically
significant results, and al so di scussed the “di scovery” of | nmunmax
and the Zorgniotti patent respecting Vasonmax. On June 13, 1997,

Zonagen i ssued a press rel ease announci ng t he successful conpl etion



of its Phase Il trials. On May 23, 1997, the |last day of trading
bef ore the announcenent, the price per share of Zonagen stock was
$17d. On May 27, the day of the announcenent, the price per share
rose to $24% On July 18, 1997, after no further announcenents,
Zonagen’s share price closed at $32% On July 22, 1997, Zonagen

filed a prospectus with the SEC which commenced its secondary

of fering of common stock. In a press release issued that sane day,
t he conpany announced that it had raised $67.5 mllion in gross
proceeds fromthe sale of 2.25 mllion shares sold at a price of

$30 per share. Zonagen shares rendered a high of 44 3/8 on Cctober
13, 1997. On January 12, 1998, the Mnday follow ng January 9,
1998, the last day of the class period, the stock closed at 13
15/16. The average closing price of Zonagen shares in the ninety
days followng the |last day of the class period (January 9, 1998
t hrough April 10, 1998) was $20 1/5. On June 2, 1998, the stock
traded at $36 3/4 per share; by June 12, 1998, it had fallen to $24
3/ 4 per share.?

On June 19, 1998, the plaintiffs filed their Consolidated

Amended Conplaint (conplaint) seeking class certification and

3The above stated i nfornmati on as to share prices cones fromthe
anended conpl aint andits attachnents. Defendants al so furnishedthe
district court withalist coveringall tradi ng days fromMarch 25, 1993
t hrough July 30, 1998 show ng t he Zonagen hi gh ask, | owbi d and cl ose
bi d prices and vol une each day. The accuracy of that information has
not been questi oned.



alleging that the defendants had violated section 10(b)* of the
1934 Act and Rule 10b-5° promul gated thereunder by the SEC (an
original conplaint was filed March 9, 1998). The plaintiffs also
contended that the three individual defendants were |iable as
“controlling persons” under section 20(a)® of the 1934 Act. As
noted above, the conplaint primarily charges that the defendants
made a series of m srepresentations about their Vasomax and | mmumax
potential products in order to artificially inflate the conpany’s

share price, and then sold a | arge anount of stock at an inflated

4 Section 10(b) provides in relevant part:

“I't shall be unlawful for any person, directly or indirectly

(b) To use or enploy, in connection wth the purchase or sale
of any security . . any nmanipul ative or deceptive device or
contrivance in contravention of such rules and regul ati ons as
the [SEC] nmay prescribe as necessary or appropriate in the
public interest or for the protection of investors.” 15 U S. C
8 78j (b).

5> Rule 10b-5 provides in relevant part:

“I't shall be unlawful for any person, directly or indirectly

(b) To make any untrue statenent of a material fact or to omt
to state a material fact necessary in order to nake the
statenents made, in the |ight of the circunstances under which
they were nmade, not msleading . . . in connection with the
purchase or sale of any security.” 17 CF. R 8§ 240.10b-5.

6 Section 20(a) of the 1934 Act provides in relevant part:
“Every person who, directly or indirectly, controls any person
i abl e under any provision of this chapter . . . shall al so be

liable jointly and severally with and to the sane extent as
such controlled person.” 15 U S.C. § 78t(a).
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price. On August 3, 1998, the defendants noved to dismss the
conplaint pursuant to FED. R CQv. P. 12(b)(6). On March 31, 1999,
the district court granted the notion and di sm ssed the “action”
wth prejudice. The plaintiffs now appeal.
Di scussi on

On appeal, theplaintiffs maintainthat thedistrict court erred
in dismssing their conplaint.

This Court reviews adistrict court’s di smssal under Rul e 12(b) (6)
de novo. See Rubensteinv. Collins, 20 F. 3d 160, 166 (5th Cir. 1994).
I n doing so, we will accept the facts allegedinthe conplaint as true
and construe the allegations in the light nost favorable to the
plaintiffs. See id. (citing Scheuer v. Rhodes, 94 S.Ct. 1683, 1686
(1974)).
. Private Securities Litigation Reform Act

As a prelimnary matter, we note that this case presents us
with the occasionto apply the Private Securities Litigation Reform
Act of 1995 (PSLRA), Pub. L. 104-67, 109 Stat. 737 (Decenber 22,
1995), which Congress passed to prevent the abuse of federal
securities laws by private plaintiffs. The statute purports to
i ncrease the pleading requirenent for plaintiffs alleging section
10(b)/Rul e 10b-5 cl ai ns.

A “Strong” Inference of Scienter

In order to state a clai munder section 10(b) of the 1934 Act

and Rule 10b-5, a plaintiff nust allege, in connection with the



purchase or sale of securities, “(1) a msstatenent or an om ssion
(2) of material fact (3) made with scienter (4) on which plaintiff
relied (5) that proximately caused [the plaintiffs'] injury.”
Tuchman v. DSC Conmuni cations Corp., 14 F.3d 1061, 1067 (5th Gr.
1994) (quotation omtted). Before the passage of the PSLRA the
Courts of Appeal s had not reached a consensus regarding the nature
and content of the allegations of scienter that a plaintiff nust
plead in order to survive a notion to dismss. See Bryant v. Avado
Brands, Inc., 187 F.3d 1271, 1282 (11th Gr. 1999). Interpreting
FED. R CGv. P. 9(b), which requires plaintiffs alleging fraud to
plead “wth particularity” the circunstances supporting their
allegations, the Second GCircuit held that securities fraud
plaintiffs nust allege specific facts giving rise to a “strong
i nference” of scienter, while the Ninth Crcuit allowed plaintiffs
to plead scienter generally. See id. (citing cases). At that
time, the Second Circuit’s “strong inference” test was the nost
stringent anong the Courts of Appeals. This Court also required
plaintiffs to plead specific facts, but unli ke the Second Circuit,
only mandated that the specific facts all eged “support an i nference
of fraud.” See Tuchman, 14 F.3d at 1068.

Unsatisfied with the di sagreenment anong the Grcuits, as well
as the perceived inability of Rule 9(b) to prevent abusive,
frivolous strike suits, Congress in 1995 passed the PSLRA over the

President’s veto. See H R Conf. Rep. No. 104-369, at 41 (1995),



reprinted in 1995 U S.C C A N 730, 740. The PSLRA anended the
1934 Act to provide in relevant part:

“I'n any private action arising under this chapter in

which the plaintiff may recover noney danages on proof

that the defendant acted wth a particul ar state of m nd,

the conplaint shall, with respect to each act or om ssion

alleged toviolate this chapter, statewith particularity

facts giving rise to a strong inference that the

defendant acted with the required state of mnd.” 15

US C 8§ 78u-4(b)(2).

The PSLRA also provides that if a plaintiff does not neet this
requi renent, the district court “shall,” on defendant’s notion,
“dismss the conplaint.” See id. 8 78u-4(b)(3).

The plain |anguage of the statute nakes clear that our
previous rule, which required that a plaintiff plead facts that
merely “support an inference of fraud,” has been suppl anted by the
PSLRA's “strong inference” requirenent. W therefore find that in
order to survive a notion to dismss, a plaintiff alleging a
section 10(b)/Rul e 10b-5 cl ai mnmust now pl ead specific facts giving
rise to a “strong inference” of scienter.

B. Severe Recklessness as a “Required State of M nd” Post-
PSLRA

The PSLRA | eaves undefined, however, the content of the
scienter requirenent, that is, “the required state of mnd”
necessary to allege a private securities fraud claim The absence
of direct guidance on this point, coupled with the statute’s stated

purpose of wnnowng out neritless clains by inposing nore

stringent pleading requirenments on plaintiffs, has raised in the
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m nds of sone the possibility that the PSLRA may have elim nated
the I esser nental state of recklessness as a basis for liability.

Based on the | anguage of the statute, we conclude that the PSLRA
does not purport to, and does not, speak to or address the state of

m nd generally required to i npose liability under section 10(b) and
Rul e 10b-5, and hence, with certain specific exceptions, does not

itself elimnate the possibility that recklessness may suffice.

Accordi ngly, and apart from those bel ow noted specific instances
where the matter is addressed by the PSLRA, whether reckl essness
suffices for such purpose is governed by our pre-PSLRA
j urisprudence.

In Ernst & Ernst v. Hochfelder, 96 S. C. 1375, 1381 n.12
(1976), the Suprenme Court defined scienter for purposes of
securities fraud cases as “a nental state enbracing intent to
decei ve, mani pul ate, or defraud.” The Court |eft open the question
whet her scienter included recklessness. See id.’ Si nce that
time, and prior to the PSLRA, the Courts of Appeals, including this
Court, have held that recklessness does satisfy the scienter
requi renent. See Hollinger v. Titan Capital Corp., 914 F.2d 1564,
1569-70 (9th GCr. 1990); Inre Phillips PetroleumSec. Litig., 881
F.2d 1236, 1244 (3d Cir. 1989); Van Dyke v. Coburn Enter. Inc., 873

F.2d 1094, 1100 (8th G r. 1989); MDonald v. Al an Bush Brokerage

" The Court made it clear, however, that negligence alone is
insufficient to support liability. See id. at 1384.
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Co., 863 F.2d 809, 814 (11th Cr. 1989); Hackbart v. Hol nes, 675
F.2d 1114, 1117-18 (10th Cr. 1982); Broad v. Rockwell, 642 F.2d
929, 961-62 (5th Gr. 1981) (en banc); Mansbach v. Prescott, Bal
& Turben, 598 F.2d 1017, 1023-24 (6th Cr. 1979); Rolf v. Blyth,
Eastman Dillon & Co., 570 F.2d 38, 47 (2d Gr. 1978); Sundstrand
Corp. v. Sun Chem Corp., 553 F.2d 1033, 1044 (7th Gr. 1977).

Adopting the definition first announced in Sundstrand, this
Court and ot her Courts of Appeal s have conceived of reckl essness in
this context as “severe reckl essness,” which, “properly defined and
adequately distinguished from nere negligence,” resenbles a
slightly | esser species of intentional m sconduct. See Broad, 642
F.2d at 961. This Court defined recklessness as “limted to those
hi ghly unreasonabl e om ssions or m srepresentations that involve
not nerely sinple or even inexcusable negligence, but an extrene
departure fromthe standards of ordinary care, and that present a
danger of m sl eadi ng buyers or sellers which is either known to the
defendant or is so obvious that the defendant nust have been aware
of it.” 1d. at 961-62.

It seens clear to us that the PSLRA has not generally altered
the substantive scienter requirenent for clainms brought under
section 10(b) and Rul e 10b-5, and therefore severe reckl essness, as
defined in Broad, remains a basis for such liability. The First,
Third, Sixth, and Eleventh Crcuits have all explicitly reached

sim |l ar concl usi ons. See reebel v. FTP Software, Inc., 194 F. 3d
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185, 198-201 (1st GCr. 1999); In re Advanta Corp. Sec. Litig., 180
F.3d 525, 534 (3d Cr. 1999); 1In re Conshare, Inc. Sec. Litig.
183 F. 3d 542, 548-49 (6th Cr. 1999); Bryant, 187 F.3d at 1283-84.8
The Second Circuit has inplicitly so concluded as well. See Novak
v. Kasaks, 216 F.3d 300, 306 (2d Cr. 2000) (observing that the
scienter requirenent for securities fraud clainms, which includes
reckl essness, “has been firmy established for at Ileast a
generation” and that the PSLRA altered the *“procedural”
requi renents for bringing such a claim; see also Rothman v.
Gregor, 220 F.3d 81, 90 (2d Gr. 2000) (describing substantive
reckl essness standard). The Ninth Crcuit has reached the slightly
different conclusion that, at |east under the PSLRA, recklessness
suffices to neet the substantive scienter requirenent only if it
rises tothe | evel of “deliberate recklessness.” See lInre Silicon
Graphics Inc. Sec. Litig., 183 F.3d 970, 975-77 (9th Cr.), reh'g
and reh’ g en banc denied, 195 F.3d 521 (9th Cr. 1999).

As the Third G rcuit has pointed out, the PSLRA characterizes
the requirenents of section 78u-4(b)(2) as a “pleading
requirenent,” not as a change to the substantive scienter

requi renment. See Advanta, 180 F.3d at 534 (citing section 87u-

8 The Fourth GCircuit has also apparently reached this

concl usi on, however obliquely. See Phillips v. LCl Int’'l, Inc.
190 F. 3d 609, 620 (4th Gr. 1999) (“Thus, to establish scienter, a
plaintiff nmust still prove the defendant acted i ntentionally, which

may perhaps be shown by reckl essness.”).
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4(b) (3)). The legislative history confirnms this point and
denonstrates that the floor debates, the commttee reports from
both houses of Congress, and the President’s veto statenent all
describe the PSLRA as inposing “pleading” or “procedural”
requi renents. See id.; see also Geebel, 194 F.3d at 200 (noting
that neither the | egislative history nor the | anguage of the PSLRA
evinces an intent to change the generally applicable substantive
definition of scienter). Further, as noted above, the PSLRA does
not define the generally “required state of mnd” for private
securities fraud cases, but rather requires that a plaintiff plead
facts giving rise to a “strong inference” of “the required” state
of m nd.

Moreover, Congress specified a substantive state of mnd
requi renent el sewhere in the statute, in the statutory safe harbor
provi sions for “forward-I|ooking statenents” and joint and several
liability. See 15 U.S.C. 8§ 78u-5(c)(1)(B) (creating safe harbor
for such statenents if plaintiff cannot denonstrate that they were
made with “actual know edge” that the statenments were false or
msleading at the time they were nmade); id. 8 78u-4(f)(2)(A
(limting joint and several liability to defendants whose action
has been found to be “knowing”). “If Congress desired to require
sone other state of mnd [for purposes of section 78u-4(b)(2)],
that is, other than the reckless state of mnd then uniformy held

sufficient by the federal courts . . . Congress [coul d] have done
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soinexplicit ternms” as it did with these provisions. Bryant, 187
F.3d at 1284; see also Geebel, 194 F. 3d at 200 (“Congress, having
explicitly elimnated reckl essness as a basis for inposing joint
and several liability, should not be taken as inplicitly having
el imnated reckl essness as a basis for any liability.”).

Accordingly, we join the First, Third, Sixth, and Eleventh
Circuits and concl ude that reckl essness, the “severe reckl essness”
defined in Broad, still constitutes scienter for purposes of clains
brought under section 10(b) and Rule 10b-5 (except as otherw se
provided in the noted statutory safe harbor provisions respecting
forward | ooking statenents and joint and several liability).

C. Pleading Requirenent for Scienter Under the PSLRA

The next inquiry is what effect the PSLRA has on the patterns
of facts that may be pleaded in order to create the “strong
i nference” of either intentional m sconduct or severe reckl essness.
Bef ore Congress passed the PSLRA, the Second Circuit announced two
means by which a plaintiff could plead facts that would create a
strong i nference of scienter: the plaintiff could either (1) allege
facts to show that a defendant had both notive and opportunity to
coommt fraud, or (2) allege facts that constitute strong
circunstantial evidence of conscious m sbehavior or reckl essness.
See Shields v. Ctytrust Bancorp, Inc., 25 F. 3d 1124, 1128 (2d Cr
1994) . This Court apparently adopted these two fornul ations as

wel |, al though for the fornmer, we indicated that a plaintiff could
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satisfy the scienter requirenent at the pl eadi ng stage “by all egi ng
facts that show a defendant’s notive to commt securities fraud.”
Tuchman, 14 F.3d at 1068. During the passage of the PSLRA, there
was considerable debate in Congress over whether the PSLRA
effectively incorporated the prior Second Crcuit nethods for
proving scienter or prohibits at |east the use of the notive and
opportunity nethod. See Greebel, 194 F.3d at 194. The parties
address this debate as well, with the plaintiffs, and the SEC as
am cus, arguing that the notive and opportunity nethod survived the
passage of the PSLRA, and the defendants urging a nore restrictive
view. The district court did not decide this question because it
concluded that the plaintiffs could not neet either nethod of
pl eadi ng scienter.

There does not appear to be any question that under the PSLRA
circunstantial evidence can support a strong i nference of scienter.
As the First Circuit has pointed out, “Congress plainly
contenplated that scienter could be proven by inference, thus
acknow edging the role of indirect and circunstantial evidence.”
G eebel, 194 F.3d at 195. The Courts of Appeals are divided,
however, over the status of the notive and opportunity nmethod. In
Silicon Gaphics, for exanple, the Nnth GCrcuit held that
all egations of notive and opportunity could not create a strong
inference of scienter sufficient to survive, at the pleadings

state, a notion to dismss. Silicon Gaphics, 183 F.3d at 977-79.
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The Second and Third Crcuits have held that under the PSLRA a
strong inference of scienter can be alleged by show ng notive and
opportunity, or circunstantial evidence of severe reckl essness or
consci ous m sconduct. See Advanta, 180 F.3d at 534-35; Press v.
Chemical Inv. Serv. Corp., 166 F.3d 529, 537-38 (2d Cir. 1999).°
The nost sensi bl e approach appears to us to be the one first
generally articulated by the Sixth Circuit in Conshare. The
Conmshare Court held that scienter can be all eged by pleading facts

giving rise to a strong inference of recklessness or conscious

\\¢ do not bel i eve t hat our exam nation of this questionis to any
extent forecl osed by our opinioninWIIlianms v. WX Technol ogi cs, Inc.,
112 F. 3d 175 (5th Gr. 1997). That was a case fil ed before, and not
gover ned by, the PSLRA, in which we held that “the anended conpl ai nt
failed to allege fraud with particularity.” 1d. at 176. The only
reference to the PSLRA occurs at the end of the foll ow ng paragraph,
Vi z:

“As the Second Circuit has noted, articul atingthe el enents

of fraudwithparticularityrequiresaplaintiff tospecify

the statenents contended to be fraudulent, identify the

speaker, state when and where t he statenents were nade, and

expl ain why the statenents were fraudulent. MIIls v. Polar

Mol ecul ar Corp., 12 F. 3d 1170, 1175 (2d G r. 1993). W agree

withthe Second G rcuit’s approach. This suit was t he Second

Circuit’s approach. This suit was filed prior to the

effective date of the Private Securities Litigation Reform

Act, and whileits provisions do not apply, the Act adopt ed

t he sanme standard we apply today. See HHR Conf. Rep. No.

369, 104t h Cong., 1st Sess. 41 (1995); 15U S. C. § 78u-4(b).”

ld. at 177-78.

The st at enent t hat t he PSLRA “adopt ed t he sane st andar ds we appl y t oday”
isnot only nere passing dictabut, incontext, clearlyisdirectedto
the particularity requirenent, withrespect to specifyingthe allegedly
m sl eadi ng st at enment s and what i s m sl eadi ng about t hem whi ch t he PSLRA
addresses in 8§ 78u-4(b)(1), and not so nuch to the question of what
circunstances can giverisetothe necessary “strong” i nference of the
required state of mnd as provided in 8 78u-4(b)(2). The WIIlians
opi ni on di scusses only the | ack of particularityinthe pleading, and
does not refer to notive and opportunity.
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m sconduct, but declined to hold that allegations of notive and
opportunity, “standing alone,” neet the pleading requirenent. See
Conmshare, 183 F.3d at 551. The Court made the entirely accurate
observation that “evidence of a defendant’s notive and opportunity
to commt securities fraud does not constitute ‘scienter’ for the
pur poses of [section] 10b or Rule 10b-5 liability.” 1d. |Instead,
the Court stated that notive and opportunity could be “relevant” to
pl eading scienter and “may, on occasion, rise to the |evel of
creating a strong inference of reckless or know ng conduct.” |d.
The Eleventh Circuit in Bryant noted its agreenment with “the
reasoning of the Sixth Grcuit” in Conshare, and went on to state
that “[w] hile allegations of notive and opportunity may be rel evant
to a show ng of severe reckl essness, we hold that such all egations,
without nore, are not sufficient to denonstrate the requisite
scienter. . . . although notive and opportunity to commt fraud may
under sone circunstances contribute to an inference fo severe
reckl essness, we decline to conclude that they, standi ng al one, are
its equivalent. . . . notive and opportunity are specific kinds of
evi dence, which, along with other evidence m ght contribute to an
i nference of recklessness or willfulness.” Bryant at 1285-86. See
also id. at 1287 (“. . . a showng of nere notive and opportunity
is insufficient to plead scienter”). In Geebel the First Crcuit
stated that its “view of the” PSLRA was “close to that articul ated

by the Sixth Grcuit” in Conshare. G eebel at 197. The First
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Circuit went on to say “[without adopting any pleading litany of
nmotive and opportunity, we reject defendants’ argunent that facts
show ng notive and opportunity can never be enough to permt the
drawing of a strong inference of scienter. But . . . nerely
pl eadi ng noti ve and opportunity, regardl ess of the strength of the
inference to be drawn of scienter, is not enough.” | d. Mor e
recently, the Second Circuit reached what it described as “a m ddl e
ground” in Novak, in which it concluded that Congress’s “failureto
i ncl ude | anguage about notive and opportunity suggests that we need
not be wedded to these concepts in articulating the prevailing
standard” for denonstrating the required strong inference of
scienter. Novak at 310.

The PSLRA neither mandated nor prohibited any particular
met hod of establishing a strong inference of scienter. See
Greebel, 194 F.3d at 195. The statute is silent on the question.
Wiile there was nuch debate in Congress over whether the PSLRA
i ncorporated the notive and opportunity nethod, the “legislative
history on this point is anbiguous and even contradictory.”
Advanta, 180 F.3d at 531. The only special standard that Congress
established was raising the pleading requirenent to a “strong”
i nference of scienter. See Greebel, 194 F.3d at 195-96. Thi s
standard may only be nmet on the basis of “facts” which are
“state[d] wth particularity” in the pleading. By otherw se

| eaving open the manner in which a plaintiff may raise a strong
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i nference of scienter, and not codifying the notive and opportunity
met hod, Congress may be presuned to have to sone extent left the
matter to the courts. See id. at 195; cf. Novak at 311 (“Al though
litigants and | ower courts need and should not enploy or rely on
magi ¢ words such as «otive and opportunity,’ we believe that our
prior case |law may be hel pful in providing guidance as to how the
«<strong inference’ standard nay be net.”).

Therefore there is sonme nerit in the First GCrcuit’s
observation that “the debate about adoption or rejection of prior
Second Circuit standards” appears to be “sonmewhat beside the
point.” See Geebel, 194 F.3d at 196. Mdtive and opportunity is
properly only an analytical device for assessing the |ogical
strength of the inferences arising fromparticularized facts pled
by a plaintiff to establish the necessary nental state. The PSLRA
requi res that the necessary strong i nference of scienter nust arise
from*®“facts” stated in the conplaint “with particularity” and, as
G eebel observes, “whatever the characteristic pattern of the facts
all eged, those facts nust now present a strong inference of
scienter.” ld. at 196. The probative force of facts alleged
ultimately depends on reason and experience, and in this respect
gui dance can properly be afforded by prior judicial decisions.
However, resol ving the question of the degree of probative value to
be required al so i nvol ves normati ve consi derations. As the Second

Circuit said in Novak regarding the usual articulation of its pre-
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PSLRA pl eadi ng standard: “this statenent of the standard conceal s
the conplexity and uncertainty that often surround its application.
This difficulty in application stens, at least in part, fromthe
‘“inevitable tension’ between the interests in deterring securities
fraud and deterring strike suits. . . . As a result, different
courts applying the standard to differing factual circunstances may
reach seemngly disparate results.” ld., 216 F.3d at 307.
Accordi ngly, we should keep in mnd that the | egislative history of
the PSLRA, while subject to dispute as to whet her the congressi onal
intent it reflects was to enhance the Second Crcuit’s m ninmm
pl eadi ng requi renments, nevertheless clearly reflects congressi onal
intent to require no |less demandi ng a standard. Al | egati ons of
nmotive and opportunity held previously to the PSLRA to be
insufficient to allow a proper inference of scienter-see e.g.,
Novak, 216 F.3d at 307; Greebel, 194 F. 3d at 198 (“nere pl eadi ng of
i nsider trading, wthout regard to either context or the strength
of the inference to be drawn, is not enough”); Ml der v. Mrris, 27
F.3d 1097, 1102 (5th Gr. 1994)-would presumably continue to be
insufficient. Wat nust be alleged is not notive and opportunity
as such but particularized facts giving rise to a strong inference
of scienter. Appropriate allegations of notive and opportunity nmay
meani ngful | y enhance the strength of the i nference of scienter, but
it would seemto be a rare set of circunstances indeed where those

al l egations al one are both sufficiently persuasive to give riseto
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a scienter inference of the necessary strength and yet at the sane
tinme there is no basis for further allegations also supportive of
that inference. We conclude that sinply because notive and
opportunity is alleged does not of itself automatically and
categorically nean that the necessary strong i nference of scienter
is present. \Wether notive and opportunity allegations will ever
al one suffice should in nost cases be a noot point.

D. Pleading msrepresentations with particularity

In addition to the requirenent that the plaintiff “state with
particularity facts giving rise to a strong i nference” of scienter,
the PSLRA also requires the plaintiff to identify specifically the
al l eged m srepresentations and/ or m sl eadi ng om ssi ons:

“I'n any private action arising under this chapter

the conplaint shall specify each statenent alleged to

have been msleading, the reason or reasons why the

statenent is msleading, and, if an allegation regarding

the statenment or omssion is nmade on information and

belief, the conplaint shall state with particularity al

facts upon which that belief is forned.” 15 U S. C. 8§

78u-4(b) (2).
The effect of the PSLRA in this respect is to, at a mninum
i ncorporate the standard for pleading fraud under Fed. R Cv. P
9(b). Geebel, 194 F.3d at 193. This statutory |anguage appears
to conport with this Court’s relatively strict interpretation of
Rule 9(b), which requires a plaintiff “to specify the statenents
contended to be fraudulent, identify the speaker, state when and

where the statenents were nade, and expl ain why the statenents were

fraudulent.” WIllianms, 112 F.3d at 177. Again, the PSLRA provides
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that if the conplaint does not neet those requirenents “the court
shall, on notion of any defendant, dismss the conplaint.” 15
U S.C. § 78u-4(b)(3).

1. Reliance in Fraud-On-The- Market Cases

A second mgjor question raised in this case relates to
determning the elenent of reliance in a section 10(b)/Rule 10b-5
claim which depends on a fraud-on-the-nmarket theory. In the
district court’s view, many of the allegedly m sleading or false
statenents in question were not material and were not relied on
because this was a fraud-on-the-market case and the statenents did
not have “a correspondingly favorable inpact on Zonagen's share
price.” The plaintiffs contend that the district court’s market
novenent test is unsound.

Recovery of damages for false or m sleading statenents under
section 10(b) and Rule 10(b)(5) requires, anong ot her things, that
the statenents have been material and that the plaintiffs have
relied on themand as a proximate result suffered danage. Tuchnman,
14 F. 3d at 1067. As we explained in Abell v. Potomac Ins. Co., 858
F.2d 1104, 1117-18 (5th Cr. 1988), vacated on ot her grounds sub.
nom Fryar v. Abell, 109 S.Ct. 3236 (1989):

“The el enent of reliance is the subjective counterpart to

the objective elenent of materiality. Wher eas

materiality requires the plaintiff to denonstrate how a

‘reasonabl e’ investor would have viewed the defendants’

statenents and om ssions, reliance requires a plaintiff

to prove that it actually based its decisions upon the

def endants’ m sstatenents or omn ssions. ‘Reliance is
causa sine qua non, a type of “but for” requirenent: had
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the investor known the truth he would not have acted.
Huddl eston [v. Herman and MacLean, 640 F.2d 534 (5th Cr
1981), rev’d in part on other grounds, 103 S. C. 683
(1983)] at 549 (footnote omtted). Thus,
[c]ourts sonetinmes consider the reliance
conponent of the Rule 10b-5 action to be a
part of the causation elenent. In this
context, the term ‘transaction causation’ is
used to describe the requirenent that the
defendant’s fraud nust precipitate the
i nvestnment decision. . . . On the other hand,
‘loss causation’ refers to a direct causal
link between the m sstatenent and the
claimant’s economc | 0ss.”

Id. at 549 n.24 (citation omtted).!® Reliance, in other words,
generally requires that the plaintiff have known of the particul ar
m srepresentati on conpl ai ned of, have believed it to be true and
because of that know edge and bel i ef purchased or sold the security
i n question.

However, in Basic Inc. v. Levinson, 108 S.C. 978 (1988), the
Suprene Court gave general approval to the “fraud-on-the-nmarket”
theory under which reliance could be rebuttably presumed wth
respect to publicly dissem nated materially m sl eadi ng statenents
concerni ng conpani es whose shares are traded on a well-devel oped,

efficient market. This rested on two assunptions. First, that

0We | i kewi se stated in Abel |l that “* The causati onrequirenent is
satisfiedinaRule 10b-5 case only if the m srepresentati on touches
upon t he reasons for theinvestnent’s declineinvalue.” |d. at 1117,
quoti ng Huddl eston at 549. See also 15 U. S. C. § 78u-4(b)(4) (added by
the PSLRA):

“I'n any private action arising under this chapter, the

plaintiff shall have t he burden of proving that the act or

om ssion of the defendant alleged to violate this chapter

caused the |l oss for which the plaintiff seeks to recover

damages.”
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“the market price of shares traded on well-devel oped markets

reflects all publicly available information,” or as Basic put it in
an appended footnote, “we need only believe that market
pr of essi onal s generally consider nost publicly announced nateri al
st at enent s about conpani es, thereby affecting stock market prices.”

ld. at 991 & n.24. And, second, that “the reliance of individual

plaintiffs on the integrity of the market price nmay be presuned.”

Id. at 991. As we stated in Abell, in such a case “courts should
presunme reliance . . . because nost . . . investors have relied
upon the accuracy of a fraudulently distorted market price.” 1d.

at 1120, citing Basic. Basic plainly states that the presunption
of reliance may be rebutted by “[a]lny show ng that severs the |ink
between the all eged m srepresentation and . . . the price received
(or paid) by the plaintiff.” 1d. at 992. This would include a
show ng that “the market price would not have been affected by” the
alleged “m srepresentations,” as in such a case “the basis for
finding that the fraud had been transmtted through nmarket price
woul d be gone.” Id.

In Abell we observed that Basic “essentially allows each of
the circuits roomto develop its own fraud-on-the-market rules.”
Abel | at 1120. W then went on to | ook to our prior precedent and
concluded that where there are cul pable material nondi scl osures
respecting shares traded on a well devel oped narket, the plaintiff

could recover under the fraud-on-the-market theory “if he could
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prove that the defendant’s non-disclosures materially affected the
mar ket price of the security.” 1d. at 1120-21.' It is clear that
a fraud-on-the-market theory may not be the basis for recovery in
respect to an alleged m srepresentation which does not affect the
mar ket price of the security in question.

The district court concluded that plaintiffs, having pled only
a fraud-on-the-market theory, could not recover as to many of the
claimed msrepresentations, including all those after April 1,
1996, respecting the Phase |l trials, because the conplaint
reflected that those clainmed m srepresentations did not affect the
price of Zonagen shares and hence that they “were not material and
that plaintiffs did not rely on them” The court’s discussion of
thi s question, however, focused al nost entirely on materiality. 1In
this regard, the court relied principally on In re Burlington Coat
Factory Securities Litigation, 114 F.3d 1410 (3d Cr. 1997).
There, the Third CGrcuit observed that the fraud-on-the-nmarket
theory, on which that suit was grounded, “accords . . . a
rebuttable presunption of reliance if plaintiffs bought or sold
their securities in an efficient market,” “the presunption of
reliance [being] based on the theory that in an efficient market

the msinformation directly affects the stock prices at which the

1Abel | ultimately held that the fraud-on-the-market theory was
unavai | abl e t here because the securities at i ssue were not traded on an
efficient market. |[|d. at 1122. W hence required proof of actual,
i ndi vi dual reliance. ld. at 1123.
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i nvestor trades and thus, through the inflated or deflated price,
causes injury even in the absence of direct reliance.” Id. at 1419
n.8 (citing Basic).?'? The court then held that because the
corporation’s July 29, 1994, disclosure of disappointing sales
informati on had “no appreci able effect on the market price” of its
stock, the annual report’s failure to disclosure the sane
informati on was i mmaterial and hence not actionable. 1d. at 1425.
The court explained as foll ows:

“I'n the context of an ‘efficient’ market, the concept of

materiality translates into information that alters the

price of the firms stock. Cf. Shaw [v. Digital

Equi prent, 82 F.3d 1194 (1st Gir. 1996)], 82 F.3d at 1218

(in cases involving the fraud on the nmarket theory of

liability, statenments identifiedas actionably m sl eadi ng

are alleged to have caused injury, ‘not through the

plaintiffs’ direct reliance upon them but by dint of the

statenents’ inflating effect onthe price of the security
purchased’) (enphasis added) . . ."1

Wiile we agree with Burlington and the district court as to
the requirenent, in cases depending on the fraud-on-the-market
theory, that the conplained of m srepresentation or om ssion have

actually affected the nmarket price of the stock, we conclude that

2Bur 1 i ngt on goes on to st at e: . inorder toavail thensel ves
of the fraud on the nmarket theory and t he benefit of not havingto pl ead
specificreliance onthe all eged m sstatenent or om ssion, plaintiffs
have to allege that the stock in question traded on an open and
efficient market.” 1d.

B\More recently, the Third Circuit reiterated and agai n appli ed
this aspect of itsBurlingtonmateriality holdingin Oranv. Stafford,
226 F. 3d 275 at 282-83 (3d Cr. 2000), a Rule 10(b)(5) class action
(whi ch, being aclass action, necessarily depended on t he fraud-on-t he-
mar ket theory, see Basic, 108 S.Ct. at 989).
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it 1s nore appropriate in such cases to relate this requirenent to
reliance rather than to materiality. That is how both Basic and
Abel | approach the matter. W also agree with Burlington and the
district court that although there is generally a presunption that
potentially significant publicly dissemnated information is
reflected in the price of stock traded on an efficient market, the
presunption is rebuttable, and where the facts properly consi dered
by the district court reflect that the information in question did
not affect the price of the stock then the district court may
properly deny fraud-on-the-nmarket based recovery.
1. Phase Il trials

The conpl ai nt proceeds on the basis of a fraud-on-the-market
theory. It alleges:

“104. At all relevant tinmes, the nmarket for Zonagen
comon stock was an efficient market for the foll ow ng
reasons, anong ot hers:
a) At all relevant tinmes during the d ass
Peri od, Zonagen’s common stock was |isted and
actively traded on the NASDAQ Small Cap
Market, a highly efficient market, . . .
b) As a registered and regul ated issuer of
securities, Zonagen filed periodic reports
wth the SEC, in addition to the frequent
vol unt ary di ssem nati on of i nformation
described in this Conplaint;
c) Several financial analysts covered and
reported on Zonagen’s devel opnents, i ncl uding
anal ysts wwth Harris Webb & Garri son, Moody’s,
Vol pe Brown Whelan & Co., Asensio & Co., and
Raynond Janes & Associ at es.
105. As a result of the above, the market for Zonagen
securities pronptly digested current information wth
respect to Zonagen from all publicly available sources
and refl ected such information i n Zonagen’ s stock prices.
Under these circunstances, all purchasers of Zonagen
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stock during the Cass Period suffered simlar injury

t hrough their purchase of securities at prices which were

artificially inflated by the Defendants’ manipul ative

activities. Thus, a presunption of reliance applies.”

The conpl aint al so i ncludes a graph show ng the daily trading
volune, and the high ask, low bid and closing price of Zonagen
shares from February 7, 1996, through the close of the class
period. The price per share rose from$12 3/8 on February 7, 1996,
to $16 on March 13, 1996, and this price novenent is circled on the
graph and is acconpanied by a notation there stating “Defendants’
m srepresentations concerning the Phase || trial results
artificially inflate ZONA's share price.” The conplaint el sewhere
al so specifically alleges concerning the statenents nmade February
7 and 14, and March 5 and 14, 1996, that “[t] he Defendants’ false
and m sl eadi ng statenents concerning the results of the Phase 11|
trials had the i ntended effect: Zonagen’s share prices clinbed from
$12 3/8 on February 7, 1996 to $16 on March 13, 1996.” The price
per share also rose from17 3/8 on May 23, 1997 to 24 % on May 27
1997 and thereafter to 32 1/4 on July 18, 1997, and ultimately to
a class period high of 44 3/8 on Cctober 13, 1997, and this price
movenent is also circled on the graph and is acconpanied by a
notation there stating “Def endant s Issue a series of
m srepresentations concerning the efficacy of Vasomax and the
conpany’s intellectual property rights to Vasonmax.” The price per

share fell fromapproxi mately $40 Novenber 17, 1997 to close at 13

15/ 16 on January 12, 1998, the first trading day follow ng the end
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of the class period, and this price novenent is |ikew se circled on
the graph and is acconpanied by a notation there that “the nmarket
digests Asensio’'s revelations,” obviously referring to the
Conpl aint’s allegations concerning a “strong sell” recommendati on
for Zonagen stock and acconpanyi ng report issued Novenber 18, 1997
by Asensio & Co., an institutional investnent banking conpany, and
a simlar Asensio report issued January 9, 1998. These are the
only indications on the graph of any effect of any public
di scl osures on the price of Zonagen stock. Apart fromthe graph,
the Conplaint also elsewhere alleges that as a result of the
Novenber 18, 1997 and January 9, 1998 Asensio reports “Zonagen’s
share prices tunbled, falling froma class period high of 44 3/8 on
Cctober 13, 1997 to a low of 13 1/4 on January 12, 1998,” and that:

“Fol l ow ng the announcenents in which the Defendants

m srepresented and omtted nmaterial facts concerning the

Phase 111 clinical trials for Vasomax and the results of

those trials, Zonagen’s share prices responded highly

favorably, closing at $24 %% on May 27, 1997 (the day of

the first announcenent of the Phase Il results), up from

$17 3/8 on May 23, 1997 (the last trading day before the

announcenent). On July 18, 1997, after no further

mat eri al news announcenents, the Conpany’s shares cl osed

at $32 1/4.”

These are the only allegations in the Conplaint as to the

af fect on Zonagen share prices during the class period of any one

or nore particular alleged m srepresentations by defendants.

14The Conplaint’s allegations as to the affect of publicly
di scl osed i nformati on on Zonagen share prices after the cl ass period are
only the follow ng: that the March 27, 1998 announcenent t hat t he FDA
had approved Pfizer’s Viagra for prescription sales “caused .
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The district court concluded that the allegedly m sleading
statenents concerning the Phase Il trials made by defendants in
May, June, July and on August 2, 1996 were not material and were
not relied on by plaintiffs because the Conplaint reflects that
“t hroughout May, June, July and August of 1996 Zonagen's share
price did not rise, but instead fell steadily until reaching an
all-time low of less than $10 per share in early August” and
“plaintiffs fail to allege” that these “statenents had a
correspondi ngly favorable inpact on Zonagen's share price,” and
“because plaintiffs’ conplaint denonstrates that these statenents
did not have a favorable effect on Zonagen’s share prices.” W
agree wwth the district court, particularly as to the May 9 and 16,
1996, statenents, the first strongly inplying and the latter

expressly stating that the Phase |l results were statistically

[ Zonagen’ s] share prices to rise tenporarily . . . sinply [as] a
reaction to the nedi a sensati on surroundi ng t he approval of Viagra,”
and, that as aresult of adverse public reports by analysts in early
June 1998 “Zonagen’ s share prices tunbl ed again, falling from36 3/4 on
June 2, 1998 to 24 3/4 on June 12, 1998."

As previously observed, the Conplaint andits attachnments refl ect
t hat the average cl osing price for Zonagen shares during the 90 days
foll owi ng the end of the cl ass period (January 9 t hrough April 10, 1998)
was $20 1/5. It |ikew se appears that prior to April 10, 1997, the
st ock had never traded as hi gh as $20 a share, and that it never traded
t hat hi gh during the portion of January 1998 prior to the cl ose of the
class period. Cf. 15U S.C 8 78u-4(e) (1) (added by t he PSLRA) (danages
may not exceed difference between plaintiff’s purchase (or, where
appropriate, sale) price and the nean tradi ng price during the 90 day
peri od begi nning onthe date i nformati on correctingthe conpl ai ned of
m sstatenment or omssion is dissemnated to the market).
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significant.®® The Conplaint alleged that on Novenber 14, 1996,
Zonagen filed its Form S-3 with the SEC which stated that:

“. . . while Phase Il clinical trial provided the Conpany

wth what is expected to be the optinum dose for future

devel opnent, it did not provide the Conpany with the

necessary p-value required to prove statistical

significance. There can be no assurance that VASOVAX

(TM will prove to be safe or effective at the current

dose to be tested, or that VASOVMAX (TM wi Il be approved

by the FDA for any indication.”?!®

So far as the Conplaint reflects, at no ti me subsequent to May
16, 1996, were there any statenents to the effect that the Phase ||
trials produced statistically significant results or data. There
is no allegation in the Conplaint that the Novenber 14, 1996, S-3
filing resulted in any decrease in the price of Zonagen stock, and
the graph in the Conplaint indicates that it did not. The district
court noted that the stock “clinbed steadily from bel ow $10 per

share in | ate Decenber 1996 to approxi mately $18 per share on March

As to the other statements during this period (through early
August 1996) respecting the Phase Il trials, we conclude that in any
event the particularsinwhichthese statenents were fal se or m sl eadi ng
wer e not adequately pled, that otherwi se the statenents were at nost
mere optim stic generalizations consistingof “thetype of ‘puffing’
that . . . [the] circuits have consistently held to be inactionable,”
Lasker v. New York State Elec. & Gas Corp., 85 F. 3d 55, 59 (2d Gr.
1996), and that circunstances giving rise to the requisite “strong
i nference” of scienter inrespect tothose statenents concerningthe
Phase Il trials were not pled. W al sosoconcludew threspect tothe
statenents concerning the Phasell trialsinthe March 31, 1997 For m10-
K (the only other conpl ained of statenent concerning the Phase ||
trials), filedwell after the Novenber 14, 1996 FormS- 3 di scl osed t hat
the Phase Il trials results were not statistically significant.

18Thi s statenment was i nthe text on the fifth page of the 20 page
(excl usi ve of exhibits) FormS-3 and appeared as a part of the slightly
| ess t han one page di scussi on under (and on t he sane page as) the all
capitalized heading “Uncertainties Related Todinical Trial Results.”
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18, 1997.” Plaintiffs do not challenge these calculations or
contend that the Novenber 14, 1996 S-3--with its express disclosure
that the Phase Il trials did not produce statistically significant
resul ts—adversely affected the price of Zonagen shares. '

G ven that Zonagen shares did not rise, but rather declined,
t hroughout the sane five nonths follow ng the May 9 and 16, 1996,
press releases indicating and stating that the Phase Il trial
results were statistically significant, and did not further
decline, but rather rose throughout the several nonths follow ng
t he Novenber 1996 SEC filing disclosing that those trials did not
have statistical significance, and since there is no allegation
either explaining this or asserting that those My 1996
representati ons were ever repeated or that they affected the price

of Zonagen stock, we conclude that the district court properly

't appears that Zonagen stock cl osed at or above $12 3/8 from
January 26, 1996 t hrough February 7, 1996, the first day of the cl ass
period, when it also closed at $12 3/8. The hi ghest cl ose between
February 7 and March 15, 1996 was $17 1/4 on March 5, 1996. It cl osed
at $16 on March 13, at $13 3/8 on March 14, and at $12 3/8 on March 15,
1996. After March 15, 1996, the stock steadily declined and di d not
agai n cl ose as high as $12 3/8 until January 15, 1997, when it cl osed
at $12 2 On May 8, 1996, the day before the May 9, 1996, press
rel ease, the stock cl osed at $10 “2and never agai n cl osed hi gher t han
that until Decenber 2, 1996, when it closed at $11 %

The SEC FormS- 3 was fil ed Novenber 14, 1996. On Novenber 12, 13,
and 14, 1996, the stock cl osed at $9 1/4; on Novenber 15t hrough 22 it
closed at $8 7/8, and the next two trading days at $9 and $8 3/4;
t hereafter and t hrough Decenber 10, 1996, it cl osed at or above $9 1/ 4;
fromDecenber 11 t hrough Decenber 20, 1996, the cl osing price ranged
from$8 7/8 on Decenber 11 and 13 to a | ow of $8 1/8 on Decenber 18,
rising againto $9 1/ 8 on Decenber 20, 1996. Thereafter and throughthe
filing of the conplaint, the stock has al ways cl osed above $9 1/ 4;
i ndeed has al ways cl osed above $13 3/4 since January 1997.
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determ ned that those May 9 and 16, 1996, representations were not
acti onabl e under a fraud-on-the-nmarket theory.

Plaintiffs argue that the district court erroneously required
that the statenents be “followed by an imediate rise in share
prices.” W reject this contention. Five nonths is considerably
nmore than “i mredi ate.” Further, there was no decline follow ng the
Novenber 1996 SEC Form S-3 filing. Mreover, plaintiffs pleaded
that the “market . . . pronptly digested current information with
respect to Zonagen from all publicly available sources and
reflected such information in Zonagen's stock prices” (enphasis
added). Plaintiffs also argue that the district court’s holdingis
in conflict with our decision in Abell because there we held that
the fact that there was no significant adverse affect on price when
the facts concealed on the initial offering were disclosed two or
three years later did not preclude a finding that the non-
di scl osure was material as respects theinitial offering. 1d., 858
F.2d at 1116-17. However, Abell was not a fraud-on-the-market
case, for we there held that the nmarket was not a sufficiently
efficient one for that purpose, and hence we required proof of
actual reliance by the specific individual plaintiffs. ld. at
1119-23. W are not here addressing materiality, certainly not in
a case not based on the fraud-on-the-nmarket theory;, we are only

addressing reliance in a case resting on the fraud-on-the-narket



t heory, and we do not ot herw se address reliance.'® Materiality is
determned by evaluating whether there is “[a] substantial
i kelihood that” the fal se or m sl eadi ng statenent “woul d have been
vi ewed by the reasonabl e i nvestor as having altered the ‘total mx’
of information nade available.” Basic, 108 S. C. at 983.
Materiality thus looks to |ikely potential. Reliance, on the other
hand, ultimately | ooks to what actually happened. Abell, 858 F.2d
at 1118. If the market price was not actually affected by the
statenent, reliance on the market price does not of itself becone
reliance on the statenent. W also realize that in certain special
circunstances public statenents falsely stating information which
is inportant to the value of a conpany’s stock traded on an
efficient market may affect the price of the stock even though the
stock’ s market price does not soon thereafter change. For exanple,
if the market believes the conpany will earn $1.00 per share and
this belief is reflected in the share price, then the share price

may well not change when the conpany reports that it has indeed

8Simlarly, i nappositeis our decisioninJustinlndustries, Inc.
v. Choctaw Sec., L.P., 920 F. 2d 262, 268 n.6 (5th Cr. 1990). Justin
was speaking to materiality, not reliance, andit was not a fraud-on-
t he- mar ket case. Moreover, it dealt with proxy solicitationwherethe
test for mteriality is not the likely potential for affect on the
mar ket price but rather whether “thereis asubstantial |ikelihoodthat
a reasonabl e shar ehol der woul d consider it inportant in decidinghowto
vote.” TSC Industries, Inc. v. Northway, Inc., 96 S.Ct. 2126, 2132
(1976) (enphasi s added). See al so Johnson v. Sawer, 47 F. 3d 716, 737
n.44 (5th Gr. 1995) (en banc) (information as to director’s prior
convi ction nust beincludedinproxy statenent if it ismaterial toan
evaluationof hisintegrity, evenif not materi al to deci di ng whet her
to invest in the conpany).
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earned $1.00 a share even though the report is false in that the
conpany has actually lost noney (presumably when that loss is
di scl osed the share price wll fall). However, no such specia
circunstance is alleged or even hinted at here. Moreover, here,
after the May 9 and 16, 1996, press releases stating (or clearly
inplying) that the Phase Il trial results were statistically
significant, the stock’s price fell to only slightly over half its
price just before the statenents were nade and |ikew se
significantly belowits price at the opening of the class period;
and after the Novenmber 14, 1996 Form S-3 reflected that the Phase
Il results were not statistically significant, the price of the
stock rose and after Decenber 20, 1996 never agai n during the cl ass
period or prior to the filing of the conplaint closed as |ow as
what it had closed at on each of the three days just prior to the
filing of the S 3.

The district court did not err in holding that the conplaint’s
allegations as to statenents concerning the Phase Il trials were
i nsufficient.

V. Phase IlIl Trials and the “Inproved Fornul ati on” of Vasonmax

The conplaint alleges that the Phase 11l trials were
“materially flawed” such that their reported positive results were
unreliable. These alleged flaws included faulty random zati on of
participants, pre-screening participants to exclude those suffering

from side-effects, conflicts of interest in those operating the
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test centers, and the existence of severe side effects. The
al l egations about the Phase |Il statenents suffer froma |ack of
required specificity, either in pin-pointing the particular
m sl eadi ng statenent (other than general statenents that the Phase
1l results were “positive”) or identifying wth any degree of
detail howthese shortcom ngs i npacted the trials. Moreover, it is
wel | -established that generalized positive statenents about a
conpany’s progress are not a basis for liability. See Lasker v.
New York Elec. & Gas. Corp., 85 F.3d 55, 59 (2d Cir. 1996)
(observing that “broad, general statenents” are “precisely the type
of uffery’ that this and other circuits have consistently held to
be inactionable”).

Simlarly, the plaintiffs’ allegations regarding statenents by
the defendants that Vasomax was a “fast-acting,” “inproved
formul ati on” for delivering phentolam ne fail because they identify
not hi ng nore than inactionable “puffing.” Even though Vasonmax’s
potential commercial viability is material, these statenents are
little nore than optim stic generalizations, and therefore cannot
support the plaintiffs’ claim See Lasker, 85 F.3d at 59.

Moreover, the “facts” pled “with particularity” are i nadequateto
giverisetothe necessary “strong i nference” of scienter with respect
tothe statenents concerningthe Phase lll trials. Under the PSLRAIt
isclear that conclusory all egati ons of state of m nd do not suffice for

t hi s purpose, as we have i ndeed hel d i n cases governed by pre- PSLRA | aw.
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See, e.g., Lovelacev. Software Spectrumlnc., 78 F. 3d 1015, 1019 (5th
Cr. 1996); Melder, 27 F.3d at 1104; Tuchman, 14 F.3d at 10609.
Moreover, “where a conpany accurately reports the results of a
scientific study, it is under no obligation to second-guess the
met hodol ogy of that study. Medical researchers may well differ with
respect to what constitutes acceptabl e testing procedures, as well as
howbest tointerpret data garnered under various protocols.” Padnes
v. Sci os Nova I nc., 1996 W. 539711 at *5 (N.D. Cal. 1996). See alsoln
Re Medi nmune, Inc. Securities Litigation, 873 F. Supp. 953, 966 (D. M.
1995) (sane); In Re Bi ogen Securition, 179 F. R D. 25, 38 (D. Mass. 1997)
(citing Padnes and Medi mmune with approval in this respect).

The i nstant al |l egations of notive and opportunity are |i kew se
insufficient. We agreewith the district court that the allegations
that corporate officers and di rectors woul d benefit fromenhanci ngthe
val ue of their stock and/or stock options and t hat the corporati on woul d
benefit by receivingnore for its shares to beissuedinthe July 1997
public offering are|li kew seinsufficient tosupport astrong inference
of scienter. We so heldinthe pre-PSLRA decisionsin Mlder, 27 F. 3d
at 1102 (alleged inflation of stock price to “successfully bringto
fruition the [public] offerings” and to “enhance the val ue of
[officer or director] hol di ngs and opti ons”) and Tuchman, 14 F. 3d at
1068-69. See also Acito v. Intera Goup Inc., 47 F. 3d 47 at 54 (5th
CGr. 1995).

The only al |l egati on of officer or director tradingis that Bl asni Kk,
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an out side director, sold 62,000 shares on April 25, 1996, at $9.94 a
shar e and 80, 000 shar es bet ween January 31, 1997, and February 3, 1997,
at prices between $16. 03 and $16. 25 a share. W agreewith the district
court that these all egations areinsufficient. The total sal es anounted
t o about 18. 5%o0f the shares attributableto Blasnik. Astothe April
25, 1996, sale, it took place nore than a nonth after the stock began
its md-March 1996 several nonth steady decline, was at a price well
bel owt hat at t he begi nning and at the end of the class period, andis
| ess than a third of what the shares were traded for in the July 1997
public offering and | ess than a fourth of the Cctober 1997 high. Asto
t he sal es bet ween January 31, 1997, and February 3, 1997, we note, as
did the district court, that they “took place long after the
di ssem nation of the definitive Phase Il resultsinthe S-3filed on
Novenber 13, 1996, and | ong bef ore t he announcenent of the prelimnary
results fromthe Phase I Il trials on May 27, 1997,” that plaintiffs “do
not allege. . . any fal se and/ or m sl eadi ng st at enent s bet ween Novenber
15, 1996 and March 31, 1997,” and that the sales were at “only about
hal f the pricetowhichplaintiffs allege defendants i nfl ated the nmarket
based on m srepresentation of the Phase Il results in May, June and
July of 1997.” As the district court correctly observed, “[a]t nost
plaintiffs all ege that one outside director sold a fraction of his
hol di ngs at ti nes that were unrel at ed t o any Conpany announcenent s and

at prices that were far bel ow that which he coul d have obtai ned by
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selling a few weeks earlier or later.”? This does not suffice.
“I'nsider” tradi ng nust be “unusual ” to have neani ngf ul probati ve val ue.
Acito, 47 F.3d at 54. Sal es such as Blasnik’s which are “so
i nauspiciously tined” do not neet this test. In Re Apple Conputer
Securities Litigation, 886 F.2d 1109, 1118 (9th G r. 1989). Moreover,
“[t]he fact that the ot her def endants did not sell their shares during
the rel evant cl ass period undermnes plaintiffs’ claim” Acito, 47 F. 3d
at 54; San Leandro Energency Medi cal Planv. Philip Mrris, 75 F. 3d 801,
814 (2d Gir. 1996). Thisis particularly sogiven Blasni k’s status as
an outside director and t he absence of any all egati on of sal e by any
of ficer or by any other director.

The district court did not err in holding that the allegations
concerning the Phase IIl trials were insufficient.
V. Zonagen’s “discovery” of | nmunmax

Plaintiffs all ege that def endants m srepresented that the conpany
had “di scovered” a “newadj uvant” cal | ed | mmuunmax. The representations

i nquestionappear inthe April 1, 1996 10K (and are repeated i nthe May

W& note there is no allegation that Blasnik sold at a profit.
Pl ai ntiffs have stated both bel owand on this appeal that the sal es by
Bl asni k were “through his affiliate, Petrus fund.” W note that the
Zonagen May 14, 1996 proxy statenent filedwththe SECreflects that
all but 10,000 of the 845,793 shares attributable to Bl asnik were
attributable to him“by virtue of his affiliation with Petrus Fund,
L.P.,” and that “M. Bl asni k disclains beneficial ownership of the
shares owned by Petrus Fund, L.P.” The May 14, 1997, proxy statenent
filedwththe SEClikewi sereflects that all but 12,500 of the 768, 293
shares attributableto Blasnik were attributableto hi m“by virtue of
hisaffiliationwith Petrus Fund, L. P.” and that “M. Bl asni k di scl ai ns
beneficial ownership of the shares owned by Petrus Fund, L.P.”
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20, 1996 anended 10K), and in the Novenber 14, 1996 S-3, the March 31,
1997 10K, the June 1, 1997 S-3, and the July 22, 1997 Form 424B
prospectus. The plaintiffs contend that the statenents are fal se
because Dr. Bal bi r Bhogal , Zonagen’s forner D rector of | nmunol ogy, told
Podol ski before the statenents were nade that | munmax was not a new
adj uvant but rat her the sanme conpound of a previously patented product
known as Chitosan.

The docunents in question all state, at nost, that the “Conpany
believes that it has di scovered a newadj uvant” whi ch it nanmed | nmumax
and for whichit had applied for a patent in Septenber 1994. None of
t he docunents state that any favorabl e acti on had been taken on the
patent application or that any product devel opnent efforts had been
undert aken or pl anned respecting | munmax. The April 1, 1996 10K al so
refers to I mmunax as a “uni que naturally occurring substance which
enhances t he i mmune r esponse agai nst weakl y i mmunogeni ¢c materials.” The
Novenber 14, 1996 S-3 additionally states as foll ows:

“EARLY STATE OF PRODUCT DEVELOPMENT

The Conpany has not conpl et ed t he devel opnent of any
proprietary product, and all of the Conpany’s revenues
currently are derived fromsal es by FTI of products devel oped

or manufactured by others. The devel opnent or acqui sition

of comercially viable products will require significant

further i nvestnent, research, devel opnent, pre-clinical and

clinical testing andregul atory approval s, both foreign and
donestic. There can be no assurance that the Conpany w ||

be able to produce at reasonable <cost, or nmarket

successful ly, any such product. Products, if any, resulting

fromt he Conpany’ s resear ch and devel opnent prograns are not
expected to be commercially avail able for several years.

Mor eover, al though the Conpany has in the past and w |
continue to seek opportunities for thelicensing of existing
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product Iinesinthe fieldof human reproductive heal t hcare,

t here can be no assurance that the Conpany will be able to

successfully or profitably market its current or future

products under devel opnent.

SUBSTANTI AL DEPENDENCE ON ONE PRODUCT

Substantially all of the Conpany’'s efforts and

expendi tures over the next few years will be devoted to

VASOVAX (TM . Accordingly, the Conpany’ s future prospects

are substantially dependent on favorable results of the

proposed Phase I'l| clinical trials, approval by t he FDA and

t he successful commercialization of VASOVAX (TM.”
Substanti al |l y t he sane | anguage appears i nthe March 31, 1997 10K, t he
June 11, 1997 S-3 and the July 22, 1997 Form424B. 2° W concl ude t hat
thereis no “substantial |ikelihood” that areasonabl einvestor woul d
consi der these statenents about a believed di scovery whose val ue was
whol |y specul ative to have “significantly altered the ‘“total m x’ of
i nformati on” about Zonagen, Basic, 108 S.Ct. at 983, and that these
statenments respecting | mmunax were hence i nmaterial as amatter of | aw

The district court did not err in holding that the | nmunmax
all egations were insufficient.
VI. The Zorgniotti patent for Vasonax

Plaintiffs al so al |l ege t hat def endant s nade m sl eadi ng st at enent s

concerning what is referred to as the Zorgniotti patent and its

application to Vasomax. The rights to this patent application were

2While the April 1, 1996 10K did not include simlar express
subst anti al dependence on one product | anguage, such dependence on
Vasomax appears evi dent fromt he docunent as a whol e. Mreover, asto
the April 1, 1996 10K, Zonagen share prices thereafter steadily declined
for many nont hs, and di d not further decline, but rather rose, foll ow ng
t he Novenber 1996 S-3.
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acqui red by Zonagen i n April 1994, the patent was approved i n June 1996
and was formally issued Cctober 15, 1996.

The essence of plaintiffs’ claimis that the Zorgniotti patent did
not cover Vasomax because it was only a net hod of use patent coveri ng,
inter alia, phentolamne tablets or other itens dissolvedinthe nouth
but excl udi ng t hose swal | owed and di ssol ved i n t he st omach, 2t and t hat
Vasomax was at all tinesintendedto be adm nisteredonlyasapill to

be swal | owed, and was hence affirmati vel y excl uded fromt he patent so

21The pat ent comences by statingthat it is “directedto inproved
met hods for nodul ati ng the human sexual response by adm nistering
vasodi | ator agents to the circulation of a human via transnucosal,
transdermal , i ntranasal or rectal routes of adm nistrationthat obviate
‘first pass’ deleterious effects on such agents.” The application
subsequent |y states “when an oral |l y i ngest ed drug reaches the i ntesti ne,
it is absorbedintothe portal circulationanddeliveredtotheliver
where it can be netabolized and i nactivated. Hepatic inactivation
foll ow ng absorption of a drug fromthe gastrointestinal tract is
referredtoas ‘first pass’ effect . . . and, al ong wi t h poor absorpti on
and slowtransit tinmes through the gastrointestinal tract, functionsto
require | arger oral doses of drugs than nay be necessary with ot her
routes of admnistration. This, inturn, can account for delaysinthe
onset of the therapeutic effect of adrug.” Later, the patent states
that “[f]or purposes of the present invention, ‘transnucosal delivery’
generally refers to delivery of the drug to the oral or pharyngeal
mucosa and i ncl udes buccal delivery, sublingual delivery, and delivery

t o t he pharyngeal nucosa, but not tothe stonmach” (enphasi s added). It
gi ves as an exanpl e of a delivery covered by the patent “[v] asoactive
agents . . . conbined in a hard candy (whi ch may be di ssolved in the

nmout h) or i n chew ng gumt o provi de buccal or sublingual deliverytothe
oral nucosa.” The patent al so states that “[v]asodil ati ng agents usef ul
inthe present invention include, but are not limted to, the group
consi sting of phentol am ne nesyl ate, phentol am ne hydrochl ori de .

The presently preferred agent i s phentol om ne nesyl ate. The presently

preferred adm nistrative route is transnmucosal, especially buccal.

Vasomax uses phent ol om ne nesyl ate as the acti ve pharnmacol ogi c
agent .

“Buccal ” has been defined as “directed toward t he cheek;” “of,
relatingto, involving, or lyingwithinthe nouth,” “: ORAL.” Wbsters
Third New International Dictionary (1981) at 287.
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t hat “Vasonmax was not covered or protected in any manner by this
patent.”

The principle basis for plaintiffs’ claimin this respect is
Zonagen’ s June 24, 1996 press rel ease stating, as al |l eged i n paragraph
47 of the conplaint, as follows:

“47. On June 24, 1996, the Defendants issued a press
rel ease, stating, inter alia:

Zonagen, Inc. announced today that it has received

notification fromthe United States Patent and Trademark

O ficethat the patent covering its use of VASOVAX (TM as

atreatnent for erectile dysfunction (inpotency) has been

al | oned.

The Conpany not ed t he approval was granted for the first of

two separat e applications associ ated wi th VASOVAX (TM . The

second, nore recent application is still pending.

‘The approval of our U S patent, the VASOVAX (TM | ND

subm ssion and t he sel ection of our Phase |11 devel opnent

teamare cruci al eventsinour commercializationstrategy,’

decl ared Joseph S. Podol ski, President and CEQ Zonagen, |nc.

(Enphases added).”

I f, as plaintiffs have all eged, Vasonmax was at all tines intended
to be admnistered only as a pill or tablet to be swallowed and
di ssolved in the stomach, then it was plainly not covered by the
Zorgniotti met hod of use patent which clearly and affirmatively excl uded
t hat met hod of use. It was hence fal se and m sl eadi ng for t he June 24,
1996 press rel ease to state that “Zonagen, I nc. announced . . . that the
patent covering its use of Vasomax (TM as a treatnent for erectile

dysfunction (i npotency) has been al | owed” (enphasi s added). The patent

did not “cover” Zonagen’s use of Vasomax, but rather affirmatively
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excl uded that use. ??

Plaintiffs also conplain of subsequent Zonagen statenents
concerning the Zorgniotti patent, nanely statenents inits Novenber 14,
1996 S-3, March 31, 1997 10K, June 11, 1997 S-3 and July 22, 1997 Form
424B pr ospect us. # Consi der ed i ndi vi dual | y, none of these statenents can

of thensel ves reasonabl y be consi dered fal se or m sl eadi nginthe sane

22\\¢ ar e sonewhat concerned that the | anguage fromthe June 24,
1996 press rel ease as quoted i nthe conpl aint differs fromthe | anguage
i nthe purported copy of the sane press rel ease attached (along with
numer ous ot her docunents) to defendants’ notionto dismss (all such
docunent s bei ng covered by the single affidavit of anattorney withthe
firmrepresenting the defendantsinthislitigationthat they aretrue
and correct copies). The copy attachedtothe notionto dismss states
inrelevant part that “Zonagen, Inc. announced . . . that the patent
covering the use of Vasomax (TM as atreatnent for erectil e dysfunction
(i npot ency) has been al | owed” (enphasi s added). The differenceis that
as quoted in the conplaint the press release refers to “its”
necessarily Zonagen’s — “use,” whil e accordingtothe copy attachedto
the notiontodismss, thepressreleaserefersto “the use’—not “its
use.” The district court didnot address this discrepancy, nor has it
been addressed in this appeal by any of the parties, and the press
rel easeis not a docunent filedw th any governnental agency a certified
copy of which we could procure; plaintiffs in their brief on appeal
continue to quote the | anguage of the press rel ease as set out inthe
conpl ai nt, and defendants intheir brief have not assertedthat thisis
not the |anguage used in the press release. W have accordingly
proceeded on t he assunption that the conpl ai nt accurately quotes the
| anguage of the press release. The district court on remand shoul d
resol ve the di screpancy—-whi ch concei vably could be relevant to the
issues of falsity and scienter—and |ikew se consi der whether any
sanctions are called for.

2The conplaint additionally cites the April 1, 1996 10K which
referstothe Zorgniotti “patent application” as being “for the use of
phent ol am ne neysl ate (“Phent ol am ne”) as an ‘ on demand’ oral treat nent
for mal e i npotency,” and i n a subsequent paragraph st ates that “Vasomax
uses phentol am ne as t he acti ve pharnmacol ogi c agent.” No al | egati ons
reflect that either statenent is fal se or msl eadi ng, and t he statenents
appear to be correct.
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manner as the June 24, 1996 press rel ease. ?® However, the statenents
cannot be consi dered by thensel ves, for the statenents in the above
referenced June 24, 1996 press rel ease—t hat t he pat ent covered Zonagen’' s
use of Vasomax—had never beenretracted or nodified and it had not been
di scl osed that the Zorgniotti patent did not cover Zonagen’s use of
Vasomax or did not extend to pills or tablets to be swall owed and
di ssol ved i n t he stonach as Vasonmax was. Hence, i nthe absence of ot her
factors, a fact finder could determ ne that readers of these | ater
statenents coul d reasonably be assuned to have understood them as
referring to the patent as described in the June 24, 1996 press
rel eases, sothat the representation of that press rel ease was i n ef f ect

carried forward to March, June and July 1997.%°

24The Novenber 14, 1996 S3 and t he March 31, 1997 10K nerel y refer
tothe Zorgniotti patent as one “wth respect toits [Zonagen's] nale
i npot ency t echnol ogy (Vasonmax (TM);” the June 11, 1997 S-3 and the Jul y
22, 1997 Form424Bnerely refer tothe patent as “rel ati ng to Vasonax.”
The June 11, 1997 S-3 and the July 22, 1997 For m424B | i kew se expressly
state that the Zorgniotti patent “is a net hod-of -use patent that covers
only the use of certain conpounds to treat specifiedconditions, rather
than a conposition-of-matter patent which woul d cover the chem cal
conpositionof the activeingredient.” Essentiallythe sane statenent
is made in the March 31, 1997 10K

3Pl aintiffs al so conpl ainof the statenent inthe Novenber 6, 1996
Zonagen press rel ease t hat “Zonagen has recei ved a donesti c patent and
has filedinternational patent applications onthe Vasonax formnul ation,”
which they all ege fal sely states that the Zorgniotti patent (the only
donesti c patent Zonagen t hen had) i s a conposition-of-nmatter patent.
However, in the March 31, 1997 10K, the June 11, 1997 S-3 and t he Jul y
22, 1997 Form424B it was clearly stated that the patent was only a
met hod- of - use pat ent and was not a conposition-of-matter patent. The
stock price did not appreci ably ri se between Novenber 6, 1996 and March
31, 1997, and did not fall, but rather significantly rose, after March
31, June 11 and July 22, 1997, and nothinginthe conplaint asserts or
suggest s any expl anation for this other thanthe fact that t he Novenber
6, 1996 press release did not affect the price of the stock. Hence,
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The di strict court heldthat scienter was not adequately pl ed as
to the Zorgniotti patent statenents nmade in 1997, but it considered
those statenents inisolationandnot inlight of the never retracted
assertions of the June 24, 1996 press rel ease. Although the question
is a close one, we conclude that the necessary strong i nference of
scienter is pled as to Podol ski, who was, and had been si nce July 1992,
Presi dent and Chi ef Executive Oficer, as well as a director, of the
corporation.? W recognizethat normally an officer’s positionwitha
conpany does not sufficeto create aninference of scienter. Ml der,
27 F. 3d at 1103. See al so Advanta, 180 F. 3d at 539. However, there are
a nunber of speci al circunstances here which, taken together, suffice
to support a different result in the present case. To begin wth,
Zonagen was essentially a one product conpany, and that product was
Vasomax. Thus, the Novenber 1996 S-3, as well as the March 31, 1997
10K, the June 11, 1997 S-3, and the July 22, 1997 Form424B, all refl ect
that “[s]ubstantially all of the Conpany’s efforts and expendi t ures over

the next fewyears wll be devoted to Vasomax (TM”, and that “the

fraud-on-the-market “reliance” is lacking as to this alleged
m sst at enent .

26The June 11, 1997 FormS-3 al so refl ects t hat Podol ski had j oi ned
Zonagen in 1989 as Vice President of Qperations. |In the 12 years
precedi ng 1989, he had hel d engi neering, product devel opnent and
manuf act uri ng posi ti ons wi th Monsant o Conpany, and bef ore t hat had spent
ei ght years at Abbott Laboratories, Dearborn Chem cal Conpany and Baxt er
Phar maceuticals in developnent of fine chemcals, antibiotics,
phar maceuti cal s and hospital products.

Proxy statenents filed during the class periodreflect that he held
a bachel or’ s degree in chemstry and a naster’ s i n chem cal engi neering.
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Conpany’ s future prospects are substanti al | y dependent on” Vasonax. See

Advanta, 180 F.3d at 539 (citing case in which scienter inference

adequately supported by fact that the contract in question was

undeni abl y t he nost significant contract I nthe conpany’s history).
Further, patent protection for Vasomax was obvi ously i nportant. The
June 11, 1997 S-3 states that “[t]he Conpany’s ability to conpete
effectively with other conpanies is materially dependent on the

proprietary nature of the Conpany’ s patents and technol ogies,” andin
the June 24, 1996 press rel ease Podol ski i s quoted as describing the
approval of the Zorgniotti patent as a “crucial event[s].”?
Addi tionally, the Conpany had acquired the Zorgni otti patent application
inApril 1994, so there was anpl e opportunity to becone famliar with
it prior to June 1996. In this connection, we also note that the
Conpany is not large. Asreflectedbyits 10K sfiled April 1, 1996 and
March 31, 19979, the Conpany had only thirty-two full tine enpl oyees in
January 1996 and only thirty-five in January 1997. Finally, the
Conpany’s June 24, 1996 and Novenber 6, 1996 press rel eases, which

descri be the Zorgniotti patent, both quote Podol ski, and an articlein

the i ssue of Fortune distributedin md-February 1998, states: “[i]na

2"The Zorgni otti patent was t he Conpany’ s onl y pat ent approved or
i ssued during the cl ass period whichwas clainedtorel ateto Vasonax.
Ther e was anot her patent application (the Low ey patent) pendi ng duri ng
the class period but it was not granted until March 25, 1998 (it was
both a formul ati on and a net hod- of -use patent). |ndeed, as Zonagen
reportedinits Novenber 1996 S-3, the Low ey pat ent had been rej ect ed
inanon-final first office action by the United States Patent and
Trademark OFfice. The Conpany’ s subsequent cl ass period filings all
state there was no assurance the Lowey patent woul d be granted.
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recent interview, Podol ski concedes, ‘You can say today no patent
specifically covers Vasonax;’ he clains the conpany’s i ssued pat ent
‘“broadly covers’ the drug.”

Taking all the above factors together we conclude that they
suffice, if perhaps only barely so, to support the necessary “strong
i nference” of scienter onthe part of Podol ski and Zonagen wi t h r espect
to the statenent that the Zorgniotti patent covers Zonagen' s use of
Vasomax. 2® The result, however, i s otherw se as to Bl asni k and Sutter,
bot h of whomwer e out si de directors, neither of whomi s al |l eged t o have
made any statenents or i ssued any press rel ease about any patent (or
Vasomax itself), and as to nei t her of whomi s any ot her al | egati on nade
tending to support an inference of scienter in this respect. As
previously noted, the stock sales attri butable to Blasnik are wholly

insufficient for this purpose.?®

2Not hi ng i n our opi nion on this issue shoul dbe read as precl udi ng
pre-trial judgnment against the plaintiffs in the event of fuller
devel opnent of contextual facts. For exanple, our conclusiononthis
issueis mdeinthe context of the all egati onthat Vasonmax was al ways
intendedonly as apill or tablet to be swall owed and di ssolvedinthe
stomach. Should this not be the case and shoul d Vasonmax have been
i ntended al so (or alternatively) to be admnisteredinaway conpatible
wi th the Zorgni otti patent-such as bei ng di ssol ved inthe nouth-or if
it was believed by Zonagen to be readily adaptabl e to that net hod of
admni stration, thenadifferent questi on woul d be presented. See al so
note 22, supra.

2Because the district court ruledthat noviolationof §10(b) had
been adequately pled as to Zonagen (or any other party), it further
rul ed that accordi ngly there coul d be no secondary liability of any of
t he i ndi vi dual defendants as “control |li ng persons” of Zonagen under §
20(b) of the Exchange Act, 15 U.S. C. § 78+(a). See Shields v. G tyhurst
Bancorp, Inc., 25 F.3d 1124, 1132 (2d G r. 1994). However, we have hel d
t hat the conpl ai nt adequately pleads §8 10(b) liability as to Zonagen
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Concl usi on

W have hel d that with one exceptionthe district court didnot err
in holding that the allegations of the conplaint were insufficient.

However, we have also held that the district court did err in
hol di nginsufficient the all egations of the conplaint wwthrespect to
Zonagen havi ng stated t hat the Zorgniotti patent covered Zonagen’ s use
of Vasomax, so far as concerns Zonagen and Podol ski, andinfailingto
address the potential section 20(a) liability of Blasnik and Sutter in
t hat particul ar respect.?3®

We accordingly vacate the district court’s judgnent of di sm ssal
and remand for further proceedi ngs not inconsistent herewth.

VACATED and REMANDED

(and Podol ski) with respect tothe statenent that the Zorgni otti patent
covers Zonagen’' s use of Vasomax. Accordingly, onremand the district
court will likely need to address the potential § 20(a) liability of
Bl asnik and Sutter in respect to that statenent.

Pl aintiffs al so conpl ai n of the district court havi ng di sm ssed
the conplaint with prejudi ce wi thout af fordi ngtheman opportunity to
(agai n) anend the conplaint. However, at no tine, either before or
after the judgnment dism ssingthe action, didplaintiffs ever indicate
tothedistrict court that they desired (or woul d desire, inthe event
of dismssal), to anend the conplaint; nor did they file any post
judgnent notioninthedistrict court. See, e.g., Martinv. Scott, 156
F.3d 578, 580-81 (5th Gr. 1998); Witaker v. Gty of Houston, 963 F. 2d
831 (5th Cir. 1992). Onremand, plaintiffs may submt a request to
anend and if they dosothedistrict court isthe appropriate venueto
address in the first instance whether to allow a requested anendnent.
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