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SUMMARY

The Ninth Circuit reviewed the dismissal of a securities-fraud class action alleging that Atossa

Genetics and its chief executive officer made materially false or misleading statements about FDA

clearance of breast-cancer screening products. The court held that plaintiffs adequately pleaded falsity

and materiality as to certain statements concerning the ForeCYTE Test, an SEC Form 8-K disclosure,

and FDA-clearance risk, but not as to other statements concerning the MASCT System and the

company’s confidence in its responses to the FDA. The court affirmed in part, reversed in part, vacated

in part, and remanded.
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Plaintiffs appealed the dismissal without prejudice of their amended
securities-fraud class-action complaint under Federal Rules of Civil
Procedure 12(b)(6) and 9(b). The appeal challenged the dismissal of
claims under Section 10(b) of the Securities Exchange Act, Section

20(a), and SEC Rule 10b-5.

De novo review of dismissal under Federal Rule of Civil Procedure
12(b)(6) and dismissal for failure to plead fraud with particularity
under Rule 9(b); allegations were accepted as true and construed in the
plaintiffs' favor.
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QUESTIONS PRESENTED

1.

Whether plaintiffs sufficiently pleaded falsity and materiality under Section 10(b) and Rule 10b-5 as to
statements describing the ForeCYTE Test as FDA-cleared.

. Whether plaintiffs sufficiently pleaded that Atossa's February 25, 2013 Form 8-K, which disclosed the

FDA warning letter but omitted the FDA's concerns about the ForeCYTE Test, was materially

misleading.

. Whether statements describing the MASCT System as FDA-cleared were false or misleading.

. Whether Atossa's statement that it was reasonably confident in its responses to the FDA was false or

misleading.

. Whether Quay's statement that FDA-clearance risk had been achieved was a materially misleading

opinion by omission, and whether the Section 20(a) claims should be vacated after partial reversal of the

primary-violation rulings.

HOLDINGS

1.

Plaintiffs adequately pleaded falsity and materiality as to Quay's statement in the December 20, 2012
Form 8-K that the ForeCYTE Test was FDA-cleared and his statement in the News-Medical.Net

interview that the test had gone through the FDA-clearance process.

. Plaintiffs did not sufficiently plead that Atossa's general statements that the MASCT System was FDA-

cleared were false or misleading.

. Plaintiffs adequately pleaded that Atossa's Form 8-K was materially misleading because it omitted the

FDA's concerns that the ForeCYTE Test lacked clearance and that Atossa's marketing materials were
false or misleading.

. Plaintiffs did not sufficiently plead that Atossa's statement in its Form 10-Q that it was reasonably

confident in its responses to the FDA was false or misleading.

. Plaintiffs adequately pleaded that Quay's statement that FDA-clearance risk had been achieved was a

materially misleading opinion by omission.

. The district court's dismissal of the Section 20(a) claims was vacated because it was based on dismissal

of the Section 10(b) and Rule 10b-5 claims, some of which were reinstated.



KEY QUOTATIONS

“Because the ForeCYTE Test was allegedly central to Atossa’s business strategy, the knowledge that the test
was not FDA-cleared would have, for a reasonable investor, “significantly altered the ‘total mix’ of
information made available.”” (868 F.3d at 799)

“We conclude that, though not literally false, the alleged omissions in the Form 8-K filing were misleading.”
(868 F.3d at 802)

“We conclude that Quay’s opinion statement that FDA clearance risk has been achieved is misleading by
omission.” (868 F.3d at 811)

FACTUAL BACKGROUND

Atossa marketed the MASCT System, a breast-fluid collection device, together with the ForeCYTE Test, a
laboratory test used to evaluate collected samples for cancer indications. The FDA had cleared the MASCT
System for sample collection but had not cleared the ForeCYTE Test or the combination of the products. Atossa
and its chief executive, Steven Quay, made public statements describing the ForeCYTE Test as FDA-cleared and
minimizing FDA-clearance risk, while an FDA warning letter identified the lack of clearance and marketing

concerns. Atossa later recalled both products, and its share price fell more than 46 percent.
PROCEDURAL HISTORY

Nicholas Cook filed a putative class action against Atossa, its officers and directors, and IPO underwriters. The
district court appointed lead plaintiffs and dismissed the amended complaint without prejudice, concluding that
the Section 10(b) and Rule 10b-5 claims failed to plead falsity and materiality with sufficient particularity and
that the Section 20(a) claims failed because no primary securities-law violation had been adequately alleged.

Plaintiffs appealed only the Section 10(b), Section 20(a), and Rule 10b-5 rulings. The Ninth Circuit affirmed in
part, reversed in part, vacated in part, and remanded.

DISPOSITION

reversed_and_remanded

REMAND INSTRUCTIONS

Proceed with the Section 10(b) and Rule 10b-5 claims based on the four statements or omissions found
adequately pleaded, maintain dismissal of the other challenged misstatements and omissions, and reconsider the
Section 20(a) claims consistently with the reinstated primary-violation claims.
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