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INTEREST OF AMICI CURIAE!

Amicr are professors and academics who teach
and write on financial economics. Amici wish to en-
sure that the Court properly assesses the economic
costs and benefits of disclosure rules regarding ad-
verse drug events in Matrixx Initiatives, Inc. et al. v.
James Siracusano and Neca-Ilbew Pension Fund.
Amici have no stake in the outcome of this case. They
are filing this brief solely as individuals and not on
behalf of the institutions with which they are affi-
liated.

Robert E. Litan 1s a Vice President for Research
and Policy at the Kauffman Foundation in Kansas
City, and a Senior Fellow in Economic Studies at the
Brookings Institution. At Kauffman, Dr. Litan over-
sees a multi-million budget for academic research re-
lating to entrepreneurship. At Brookings, Dr. Litan
pursues a wide-ranging research agenda, which in-
cludes topics in regulation, financial institutions, tele-
communications, and general economic policy. Dr. Li-
tan has been a lecturer in banking law at the Yale
Law School, consulted for numerous public and pri-
vate organizations, and testified as an expert witness
in a variety of legal and regulatory proceedings in-
volving domestic (banking, antitrust) and interna-
tional (primarily trade) issues. He also consulted for
private sector firms and the Department of Justice on

I Pursuant to Supreme Court Rule 37.6, counsel for amici
represent that no counsel for a party authored this brief in
whole or in part and that none of the parties or their counsel,
nor any other person or entity other than amicr, their members,
or their counsel, made a monetary contribution intended to fund
the preparation or submission of this brief. Counsel for amicr
also represent that all parties have consented to the filing of
this brief, and letters reflecting their blanket consent to the fil-
ing of amicr briefs have been filed with the Clerk.
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antitrust matters. Dr. Litan also has served in sever-
al capacities in the federal government. During 1995
and 1996, he was Associate Director of the Office of
Management and Budget (where he was responsible
for overseeing budgetary and other policies of six cab-
inet agencies). From 1993 to 1995, he was Deputy
Assistant Attorney General, in charge of civil anti-
trust litigation and regulatory issues, at the Depart-
ment of Justice. From 1977 to 1979, he was the regu-
latory and legal staff specialist at the President’s
Council of Economic Advisers. In the early 1990s, Dr.
Litan was a Member of the Commaission on the Caus-
es of the Savings and Loan Crisis. During his career,
Dr. Litan has authored or co-authored over 20 books,
edited another 14, and authored or co-authored over
200 articles in journals, magazines, and newspapers
on a broad range of public policy issues. Dr. Litan re-
ceived his B.S. in Economics, summa cum laude,
from the Wharton School of Finance at the Universi-
ty of Pennsylvania; his J.D. from Yale Law School;
and both his M. Phil. and Ph.D. in Economics from
Yale University.

Joseph R. Mason is the Moyse/LBA Chair of
Banking at the Ourso School of Business at Louisi-
ana State University, and Senior Fellow at the
Wharton School. Dr. Mason’s academic research fo-
cuses primarily on investigating liquidity in thinly-
traded assets and illiquid market conditions. Current
academic research projects analyze default risk, in-
cluding both immediate and cross-default risk, and
default resolution costs in the contexts of asset-
backed securities, in systemic and non-systemic envi-
ronments, as well as the efficacy of bailout and reso-
lution policies through the history of financial mar-
kets. His research and economic commentary has re-



3

ceived hundreds of national and international press
citations in publications such as the Wall Street
Journal, New York Times, Washington Times, the
FEconomist, Financial Times, Barrons, Business

eek, die Zeit, Neue Ziircher Zeitung, Financial
Times-Germany, Los Echos, Forbes, Fortune, Portfo-
Iio Magazine, Bloomberg Magazine, American Bank-
er, and on press syndicates such as Associated Press,
Reuters, Bloomberg, KnightRidder, and MarketWatch-
Dow Jones Newswire. Dr. Mason received a B.S. in
economics from Arizona State University in 1990 and
a Ph.D. from the University of Illinois in 1996.

INTRODUCTION

Petitioner Matrixx Initiatives Inc., manufacturers
Zicam cold medicines, some of which have been al-
leged to cause anosmia—that is, loss of the sense of
smell. Petitioners have argued that a statistical sig-
nificance standard should be used to determine
whether undisclosed adverse events are materially
important in Section 10(b) cases. Under such a stan-
dard, a complaint would have to demonstrate that
the rate of undisclosed adverse events among users
of a drug exceeds, in a statistically significant sense,
the benchmark rate.? Petitioners support such a
standard by arguing that the statistical significance
standard would mandate disclosure of any informa-
tion that would be relevant to the financial market-
place in securities litigation.? However, adverse
events may well be material to investors even when
they are not statistically significant. As academic

2 Brief for Petitioner at 34, Matrixx Initiatives Inc., et al., v.
James Siracusano and NECA-IBEW Pension Fund U.S. (No 09-
1156).

3 1d.



4

and practicing economists, we therefore disagree
with the Petitioners.

SUMMARY OF ARGUMENT
Full and timely disclosure of adverse drug events is
likely to benefit investors in financial markets. These
benefits can be enjoyed without the imposition of ad-
ditional reporting burdens on drug companies or the
possibility of flooding financial markets with exces-
sive information.

The U.S. Food and Drug Administration (FDA) cur-
rently requires drug companies to report all serious,
unexpected adverse drug experiences, from both pre-
scription and non-prescription medications as well as
dietary supplements, within 15 calendar days of be-
coming aware of the event. Hence, full disclosure can
be achieved without any new reporting burdens for
drug manufacturers, as firms already have in place
systems to collect and report these data. Moreover,
such information would be absorbed by investors,
who already respond to immense quantities of data
from a variety of public and private sources. There-
fore, arguments that full disclosure of adverse events
would be either overly-burdensome to manufacturers
or would flood investors with superfluous informa-
tion are misguided.

A statistical significance requirement, by altering
the incentives facing managers and other corporate
insiders, could have unintended consequences. Drug
companies could have an incentive to withhold in-
formation about adverse drug events to protect the
firm’s market share or share price. A statistical signi-
ficance requirement could also lead to increased scru-
tiny of the behavior of insiders, which could increase
speculation and volatility in financial markets.



ARGUMENT
I. Full Disclosure of Adverse Drug Events Is Un-
likely to Be Harmful to Markets or Drug Compa-
nies
Requiring full disclosure of adverse drug events
will not create a significant burden for drug compa-
nies, which are already required by law to report ad-
verse events to the FDA in the form of Adverse Event
Reports (AERs). Financial markets would not be
harmed by any additional disclosures because inves-
tors already have access to vast quantities of infor-
mation from a plethora of sources when making their
mvestment decisions.

A. Drug Companies Are Currently Required to
Disclose Adverse Drug Events

Opponents of the disclosure of Adverse Drug Reac-
tions (ADRs) to financial markets might argue that
such reporting would be costly and overly burden-
some. To understand the flaws in this argument in
general and with regard to the particular case at
hand, one must first understand current and historic
requirements of the disclosure of ADRs. Currently,
drugs that are not marketed under new drug applica-
tions (NDAs) are subject to 21 C.F.R. § 310.305 for
prescription, and 21 U.S.C. §§ 379aale) for over-the-
counter (OTC), drugs. According to 21 C.F.R. §
310.305, manufacturers, packers and distributors of
prescription drugs are required “to establish and
maintain records and make reports to FDA of all se-
rious, unexpected adverse drug experiences asso-
ciated with the use of their drug products” within 15
calendar days of becoming aware of the event. More-
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over, records of adverse events must be kept for at
least six years.1

Public Law 109-462 requires reporting responsibili-
ties for non-prescription medications and dietary
supplements that are similar to reporting standards
of prescription drugs.’ Both prescription and OTC
drugs marketed under a new drug application must
adhere to stricter reporting guidelines. These stan-
dards include periodic filings of any adverse drug
events.6

The requirements described above concern the cur-
rent reporting standards to which a manufacturer of
prescription pharmaceuticals or OTC medicines or
supplements must adhere. Because Public Law 109-
462—the Law requiring reporting of adverse events
for OTC products—was not enacted until 2006, Ma-
trixx was not required to report to the FDA adverse
events involving Zicam products that occurred during
the relevant period of this case. As such, any argu-
ment that public reporting of AERs would be overly
burdensome to manufacturers on a going forward ba-
s1s 1s immaterial to this particular matter. That is,
Matrixx did not disclose Zicam-related AERs to the
FDA, presumably because it was not required to at
the time. Instead, the question here is whether Ma-
trixx (1) attempted to hide material information from

121 U.S.C. §§ 379aale).

5 Regulations governing OTC products and dietary supple-
ments are available via Food and Drug Administration, Med-
Watch, Reporting Serious Problems to the FDA, OTC Products
and Dietary Supplements, available at
http/fwww.fda.gov/Safety/MedWatch/HowToReport/ucm085680
htm. Public Law 109-462 18 available at
http//www.fda.gov/downloads/AboutFDA/CentersOffices/ CDER/
ucm 102797 .pdf.

6 See 21 C.F.R. § 314.80.
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investors, such as reported instances of anosmia and
specific, pointed warnings of a Zicam-anosmia link by
specialists in the field, and (2) consequently, made
misleading statements about Zicam products. Ma-
trixx did not even have to consider the costs (such as
clerical costs, for example) of mandatory disclosure of
Zicam-related AERs.

Finally, a lack of a bright-line standard of signific-
ance for materiality of undisclosed AERs would not
result in overly burdensome disclosure costs—for ex-
ample, the need to incur burdensome costs to disclose
AERs in periodic financial statements. As stated
above, manufacturers of prescription drugs and OTC
medicines and supplements are currently required to
disclose adverse events to FDA. Therefore, any addi-
tional disclosure costs that might be borne by drug
companies should be minimal, as these firms are al-
ready familiar with the practice. Moreover, separate
reporting of AERs from what is already mandated by
law may be unnecessary in many circumstances, as
the FDA releases publicly available quarterly reports
through its Adverse KEvent Reporting System
(AERS).7 This may further reduce any perceived bur-
dens in timely disclosure of ADRs to the financial
marketplace.

7 Food and Drug Administration, Potential Signals of Serious
Risks/New Safety Information Identified from the Adverse
Event Reporting System (AERS), Quarterly Reports,
http//www.fda.gov/Drugs/Guidance ComplianceRegulatorylnfor
ma-
tion/Surveillance/Adverse DrugEffects/ucm082196. htm#Quarter
lyReports.
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B. Investors Already Respond to Massive
Amounts of Information when Making Invest-
ment Decisions

The disclosure of ADRs to financial markets is un-
likely to burden investors with excessive data that
could cloud decision-making or harm the markets in
general. Investors already have access to large quan-
tities of data and information when making their de-
cisions to buy, sell or hold securities. All public com-
panies, foreign and domestic, whose securities are
publicly registered for trading in the United States
are required to file registration statements, periodic
reports, and other forms with the Securities and Ex-
change Commission (SEC), which makes this infor-
mation freely available on its website.8 Accordingly,
investors already have a wide array of financial data,
market statements and other information disclosed
by publicly traded companies themselves that such
investors can use to formulate investment decisions.

Company filings and statements are not the only
free source of information available to investors.
Considerable information is collected and dissemi-
nated on multiple websites that do not charge for
content. Examples include Yahoo!/Finance, CNN
Money, and Bloomberg. These websites allow for the
download of historic stock data, market indices and
other corporate data. They provide periodic invest-
ment reports and columns, sometimes by noted au-
thors.

In addition to the free data and reports readily
available to investors, numerous financial reports
track specific types of market dynamics and pheno-

8 Securities and Exchange Commission, Filings & Forms,
http://www.sec.gov/edgar.shtml.
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mena within virtually any particular industry. These
reports are drafted by private analysts and are
available for purchase, with individual reports rou-
tinely costing hundreds or thousands of dollars.?
Such a price premium on information over and above
what is already provided freely to investors supports
the notion that markets can bear more information.
Given the incredible amount of data and analysis
that is already available for free, investors would not
pay for more data and more analysis unless they
were able to use it in whole or in part to formulate
more intelligent investment decisions.

Information regarding ADRs is already free and
publicly available on the FDA’s website. This infor-
mation, which covers adverse event reports for pre-
scription drugs, i1s updated quarterly. The FDA has
used this reporting method since 1969.10 Indeed, in
the past decade, the FDA has entered 3,183,922 re-
ports into its AERS database (through the first quar-
ter of 2010).1! Presumably, investors and securities

9 For an example of the availability of industry reports re-
garding over-the-counter drugs, see MarketResearch.com, Over-
the-Counter Drugs Market Research Reports, available at
http://www.marketresearch.com/browse.asp?categoryid=183.

10 The Adverse Event Reporting System (AERS) contains over
four million reports of adverse events and reflects data from
1969 to the present. Food and Drug Administration, Adverse
Event Reporting System (AERS) Statistics,
http//www.fda.gov/Drugs/Guidance ComplianceRegulatoryInfor
mation/Surveillance/AdverseDrugEffects/ucm070093.htm.

11 Data describing the number and type of reports received
and entered by the FDA is available at Food and Drug Adminis-
tration, Reports Received and Reports Entered into AERS by
Year,
http:/iwww.fda.gov/Drugs/Guidance ComplianceRegulatoryInfor
mation/Surveillance/AdverseDrugEffects/ucm070434. htm. The
FDA notes that “these data are presented at the individual re-
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analysts have analyzed these data and have incorpo-
rated them into their investment decisions. There-
fore, it 1s untenable to argue that ADR reporting
could provide harmful and superfluous data to inves-
tors.

Finally, the ultimate determinant of materiality in
a securities matter could be whether information or
data in question, once disclosed, results in a mea-
ningful decrease in share price. Not only is there le-
gal precedent for this standard,!2 but this is also the
basic standard used within the field of finance. That
1s, if information is material to the stock in question,
then the revelation of that information to the mar-
ket, assuming that the market is efficient, would re-
sult in a significant “abnormal return.”!3 Put simply,
the stock price would change in a manner that could

port level; some of the numbers may reflect duplicate reporting
due to factors such as follow-up reports received on a case or
different persons reporting on the same patient case.”

12 See, e.g., No. 84 Employer-Teamster Joint Council Pension
Trust Fund v. America West Holding Corp., 320 F.3d 920, 948
(9th Cir. 2003) (stating that “[sltock price changes—or lack the-
recof —are also relevant to the determination of materiality”;
adding that “[alt a minimum, the static or dynamic nature of a
stock price after the disclosure of previously withheld informa-
tion is strong evidence of how reasonable investors view the
significance of the information.”); /n re Apple Computer Securi-
ties Litigation, 886 F.2d 1109, 1116 (9th Cir. 1989) (stating that
large price movements in response to public statements provide
strong indication that the public statements were material).

I3 Abnormal returns are the returns of a stock price that
cannot be explained by movement in a relevant index, be it a
market index or a sector/industry index. Put differently, ab-
normal returns for a stock equal the difference between the ac-
tual returns on that stock and the returns predicted by a rele-
vant index. See, e.g., Zvi Bodie, Alex Kane, & Alan J. Marcus,
Investments 368 (McGraw Hill, 2d ed. 1993).
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not be explained away by comparable movements in
a portfolio benchmark.

I1. Full Disclosure of Adverse Drug Events Is Likely
to Benefit Investors

Full disclosure would benefit investors by allowing
them to make investment decisions from a more in-
formed standpoint. In his seminal work, Professor
Eugene Fama of the University of Chicago Booth
School of Business described an efficient market as
one in which “prices always ‘fully reflect’ available
information.” Eugene Fama, FEfficient capital mar-
kets: A review of theory and empirical work, 25
Journal of Finance 383, 383 (1970). Different levels
of market efficiency are distinguished by the amount
of information that is reflected in the market price.
According to the strongest form of efficiency, “prices
reflect all the information that can be acquired by
painstaking analysis of the company and the econo-
my.” Richard A. Brealy, Steward C. Myers & Frank-
lin Allen, Principles of Corporate Finance, 359
(McGraw-Hill 2008). In a strongly efficient market, it
would not be possible to consistently out-perform the
market. Indeed, evidence on strong-form efficiency
“has proved to be sufficiently convincing that many
professionally managed funds have given up the pur-
suit of superior performance.” /d. at 362.

The process by which markets determine which in-
formation is relevant and how prices should behave
in response to relevant information is known as price
discovery. The efficient-market hypothesis emphasiz-
es that arbitrage will rapidly eliminate any profit op-
portunities and drive market prices back to fair val-
ue. /d. at 372. Markets and investors benefit from
this process of price discovery, as capital markets
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clear in equilibrium, leading to an efficient price such
that market supply equals market demand. One ben-
efit of efficient capital markets is that the market
price generally will not deviate very far from this
equilibrium price, thus helping to avoid sudden mar-
ket crashes in the future. Another benefit 1s in-
creased liquidity resulting from investors’ confidence
that they are not overpaying for a security. In an ef-
ficient market “you can trust prices, for they im-
pound all available information about the value of
each security.” Id. at 373.

The mere presence of potentially irrelevant infor-
mation does not affect outcomes in an efficient capi-
tal market. The market will decide whether an ADR
conveys relevant information. For example, an ADR
citing a minor headache as a side effect will not have
the same effect on prices as an ADR showing that
death occurred following consumption of a particular
drug. Investors, including institutional investors, in-
dividual investors and large brokerage houses alike,
are free to dispose of any available information that
1s not relevant to their investment decision. Investors
sift through massive amounts of data from many
sources every day, and there will be a natural filter-
Ing process, as investors decide what information is
and i1s not relevant. Irrelevant information i1s dis-
carded and thus does not affect an investor’s portfolio
choice. Moreover, particularly important information,
regardless of whether it meets a specific standard of
statistical significance, may be deemed relevant.
Through this mechanism, markets will remain unaf-
fected by irrelevant information and instead will fo-
cus on those factors determined to be worthy of con-
sideration in making investment decisions.
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ITII. A Statistical Significance Requirement Could
Have Unintended Consequences

A potential problem with a statistical significance
standard is that the power to perform a test in order
to accept or reject unreported AERs as significant
could fall into the hands of individuals who have a
vested interest in the test’s outcome. For example,
decision-makers within a drug company may stand to
benefit from postponing or under-disclosing adverse
drug events. This may impact a drug company’s be-
havior significantly, especially where the disclosure
issue is perceived to be a “close-call.” Furthermore,
disclosure of only statistically significant reports
would actually increase a stock’s volatility and, thus,
become even more potentially perilous to the finan-
cial markets.

A. A Statistical Significance Requirement Could
Cause Drug Companies to Under-Disclose Ad-
verse Drug Events

Disclosure of adverse drug events can lead to drug
recalls, which usually result in significant declines in
share prices.!* For example, when Merck recalled the
arthritis drug Vioxx in 2004, the company’s stock
price fell by more than $12 per share, reducing the
value of the company by more than 25 percent.!>

The potential negative effects of adverse drug
events on the stock price and valuation of a firm has
implications for the behavior of a firm’s managers.
This extends throughout the corporate organization,

14 Share price declines following drug recalls have been ob-
served since the 1960s. See David Dranove and Chris Olsen,
The Economic Side Effects of Dangerous Drug Announcements,
37J. L. & Econ. 323, 323 (1994).

15 See Marc Kauffman, Merck Withdraws Arthritis Medica-
tion, Wash. Post A01 (Oct. 1, 2004).
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even where there is a formal division between the
firm’s business side and science side.

Managers’ salaries are often tied to the short-term
performance and profitability of the company. For
many large companies, it is difficult to observe and
measure the manager’s performance. This informa-
tion asymmetry and the resulting problem of moti-
vating a manager to act in the best interests of the
firm is known as the principal-agent problem. Tying
the manager’s compensation structure to overall
company performance is a common solution to the
principal-agent problem.!¢ Cognizant of the effects of
adverse drug effects on share prices, and given their
own compensation tied to company performance,
managers have an incentive to delay or under-
disclose adverse drug events that could adversely af-
fect short-term profits as well as investors’ percep-
tions about future profitability. Each or both of these
effects could reduce managers’ compensation. A sta-
tistical significance standard to measure whether
certain AERs are considered material would rein-
force managers’ incentives not to disclose, and specif-
ically would introduce a bias into the conduct of any
such test.

Insiders have a similar incentive to under-disclose
adverse drug events, because they stand to lose a
significant portion of their investment in the event
that the publication of an adverse drug event nega-
tively affects the stock price. With many firms now
offering employee stock-purchase programs and com-

16 Solutions to the principal-agent problem, including “piece
rates, options, discretionary bonuses, promotions, profit shar-
ing, efficiency wages, deferred compensation”, are outlined in
Canice Prendergast, The Provision of Incentives in Firms, 37 J.
Econ. Literature 7 (1999).
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pany pension plans that invest in the company’s own
stock, an increasing number of employees have a
vested interest in maintaining their company’s stock
price. Insiders with the power to influence whether
and when to report an AER are likely to be more se-
nior employees, who tend to hold larger volumes of
shares. These are the insiders who stand to lose most
from a share price decline. Consequently, a statistic-
al significance standard of materiality may tempt
these insiders to alter the reporting of AERs to their
own financial gain.

B. A Statistical Significance Requirement Could
Increase Market Volatility

A statistical significance requirement would pro-
vide incentive for insiders to sell their shares before
the significance requirement is met. Specifically, a
bright-line standard of statistical significance would
encourage insiders to use AERs so that they may
predict when a specific standard of significance will
be met. By timing sales before such a standard is
met, the insider avoids any loss from the resultant
decrease in share price following a disclosure. As a
result of this incentive, stock sales by insiders would
be monitored more closely by industry analysts. Ana-
lysts may be concerned that sales of large quantities
of shares by insiders, particularly if the timing coin-
cides with third-party accounts of possible but yet
officially unreported AERs, are evidence that a sig-
nificant AER is imminent. This likely would increase
speculation and volatility in the markets.

In any event, where a statistical significance test
threshold is met and disclosed, this would likely have
a greater market impact than when any particular
number of AERs is reported. This impact would re-
sult in greater market volatility as investors sudden-
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ly become aware that a large set of AERs were dis-
closed. A significant correction to prices would follow,
as the market responded to the new information. By
comparison, a gradual release of AER-related infor-
mation allows investors to periodically adjust their
expectations of significance in both a statistical and
economic sense.

CONCLUSION

Full disclosure of adverse drug experiences is un-
likely to be overly burdensome for drug companies,
which already report such experiences to the FDA.
Full disclosure 1s also unlikely to burden investors,
who already process considerable quantities of in-
formation from a plethora of sources. In contrast, in-
vestors would benefit from full disclosure, which
would facilitate informed decision-making. A statis-
tical significance requirement could have unintended
consequences and should be considered with caution.
For these reasons, the judgment of the Court of Ap-
peals for the Ninth Circuit to reverse the judgment of
the District Court should be affirmed.
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