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ANN LUGBILL ‘
Murphy Anderson PLLC
Counsel to Relator Glenn DeMott

JOHN C. KAIRIS
Grant & Eisenhofer, PA
Counsel to Relator Glenn DeMott
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Grant & Eisenhofer, PA
Counsel to Relator Glenn DeMott
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ATTACHMENT A

This statement reflects facts as to which Pfizer and the United States agree are true and
accurate. It does not contain all of the United States' factually-based contentions regarding
Pfizer's marketing of Zyvox, nor does it contain all of Pfizer's responses to those allegations:

1.

Zyvox (linezolid) is an antibacterial agent that is approved by the FDA to treat
certain types of infections including, among other approved indications,
nosocomial pneumonia caused by methicillin-resistant Staphylococcus aureus
("MRSA") and complicated skin and skin structure infections ("CSSSIs") due to
MRSA.

Although Zyvox is approved to treat these indications, it has not been
demonstrated by substantial evidence to be superior to the primary competitor
drug for those indications: vancomycin, an antibiotic that has been on the market
for nearly fifty years.

On July 20, 2005, the FDA sent Pfizer a Warning Letter (“Warning Letter™)
regarding a journal advertisement for Zyvox. In this Warning Letter, the FDA
stated that Pfizer's advertisement misbranded Zyvox by making misleading and
unsubstantiated implied superiority claims, claims that broadened the indications
of Zyvox, and omitted important safety information.

The FDA stated in the Warning Letter that the journal advertisement implied that
Zyvox is superior to vancomycin for the treatment of nosocomial pneumonia
caused by MRSA. Specifically, the FDA Warning Letter objected to the
advertisement’s use of certain retrospective analyses of head-to-head clinical
trials of linezolid and vancomycin. The FDA stated that these analyses were not
prospectively designed or sufficiently powered to demonstrate statistically
significant differences in treatment groups. Thus, the FDA stated that the
superiority of Zyvox for the treatment of nosocomial pneumonia caused by
MRSA had not been demonstrated by substantial evidence and that the
advertisement was therefore misleading.

The FDA stated that Pfizer’s advertisement misbranded Zyvox in violation of 21
U.S.C. 352(n) & 321(n) and FDA implementing regulations and requested that
Pfizer cease dissemination of the journal advertisement and other promotional
materials containing similar statements.

After receiving the Warning Letter, Pfizer responded to the FDA, taking the
position that it did not believe that the journal advertisement made an improper
superiority claim. However, Pfizer informed the FDA that, in response to the
FDA'’s concerns, Pfizer would cease use of the journal advertisement in question.
Further, Pfizer informed the FDA that all other Zyvox promotional materials had
been reviewed to identify other items that could raise similar concerns, and that
steps had been taken to discontinue or appropriately revise any promotional ™
materials that could potentially be misinterpreted in a similar manner. Pfizer also
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10.

informed the FDA that it was instructing its sales force that materials containing
information that the FDA stated constituted an implied superiority claim could no
longer be used. Pfizer also advised its sales force to discontinue using certain
identified promotional materials and that sales representatives would be provided
with replacement pieces.

In addition, at the FDA's request, Pfizer agreed to publish a corrective
advertisement in February 2006, which was entitled "IMPORTANT
CORRECTION OF DRUG INFORMATION ZYVOX." In this corrective
advertisement, Pfizer noted that the FDA had objected to the presentation, in its
previous advertisement, of clinical data that showed a more favorable comparison
of Zyvox to vancomycin than was shown in the data included in the the Zyvox
label, which states that 57% of Zyvox patients and 60% of vancomycin patients in
the clinically evaluable population were cured of MRSA. Further, the label
reflects that 59% (13/22) of Zyvox patients and 70% (7/10) of vancomycin
patients with microbiologically-confirmed MRSA at baseline were clinically
cured.

Despite notifying its sales force that it should cease using promotional materials
that raised concerns of the type identified in the FDA Warning Letter, Pfizer did
not provide adequate guidance to its sales force regarding what statements were
permissible concerning data from head-to-head trials and retrospective analyses
and what promotional statements were not permitted.

As a result, Pfizer's sales personnel thereafter continued to make claims to
physicians that Zyvox was superior to vancomycin for certain patients with
MRSA, which included the claim that Zyvox would have a higher cure rate, and
would save more lives, despite the fact that these claims were inconsistent with
the FDA's Warning Letter and Zyvox's FDA approved label, and which were
inconsistent with the manner in which Pfizer, after the receipt of the Warning
Letter, agreed to present the clinical data cited by the FDA.

Moreover, certain Pfizer sales managers, including a regional manager and a
headquarters-based vice president, were aware of and, in certain cases,
encouraged a sales message that Zyvox was superior to vancomycin for certain
patients, despite their knowledge of the FDA Warning Letter and the issues it
raised.



U.S. Department of Justice

Criminal Division

Office of the Assistant Attorney General Washington, D.C. 20530

UL 28 g
The Honorable Michael X. Loucks
Acting United States Attorney
District of Massachusetts
Boston, Massachusetts 02210

Attention: Susan Winkler
Assistant United States Attorney

Re: Global Non-prosecution Agreement for Pharmacia & Upjohn Company. Inc.

Dear Mr. Loucks:

This is in response to your request for authorization to enter into a global case disposition
agreement with the husiness entity known as Pharmacia & Upjohn Company, Inc.

I hereby approve the terms of the Plea Agreement, including Paragraphs 5 and 15, in
which the United States Attorney’s Offices and, with the exception of the Fraud Section, the
Criminal Division of the Department of Justice agree not to initiate further criminal prosecutions

as set out therein.

You are authorized to make this approval a matter of record in this proceeding.

Sincerely,

(’/4%7
Johy C. Keeney
Deputy Assistant Attorney General

EXHIBIT C



ACKNOWLEDGMENT OF PLEA AGREEMENT

The Board of Directors has authorized me to execute this Plea Agreement on behalf of
Pharmacia & Upjohn Company, Inc. The Board has read this Plea Agreement, the attached
criminal Information, and the Civil Settlement Agreement including its attachment in their -
entirety, or has been advised of the contents thercof, and has discussed them fully in consultation
with Pharmacia & Upjohn Company, Inc.'s attorneys. [am further authorized to acknowledge on
behalf of Pharmacia & Upjohn Company, Inc. that these documents fully set forth Pharmacia &
Upjohn Company, Inc.’s agreement with the United States, and that no additional promises or
representations have been made to Pharmacia & Upjohn Company, Inc. by any officials of the
United States in connection with the disposition of this mattet, other than those set forth in these
documents.

a L2

Mice President and Secret
armacia & Upjohn Congpa

Dated: 4(}(9 m‘ QOOO]

Dated:

BRIEN T. O’CONNOR
Ropes & Gray LLP
Counsel for Pharmacia & Upjohn Company, Inc.
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ACKNOWLEDGMENT OF PLEA AGREEMENT

The Board of Directors has authorized me to execute this Plea Agreement on behalf of
Pharmacia & Upjohn Company, Inc. The Board has read this Plea Agreement, the attached
¢eriminal Information, and the Civil Settlement Agreement including its attachment in their
entirety, or has been advised of the contents thereof, and has discussed them fully in consultation
with Pharmacia & Upjohn Company, Inc.'s attorneys, [am forther authorized to acknowledge on
behalf of Pharmacia & Upjohn Company, Inc. that these documents fully set forth Pharmacia &
Upjohn Company, Inc.’s agreement with the United States, and that no additional promises or
representations have been made to Pharmacia & Upjohn Company, Ine. by any officials of the
United States in connection with the disposition of this matter, other than those set forth in these
documents.

Dated: . e
James Gibney
Vice President and Secretary
Pharmacia & Upjohn Company, Inc.
L 60
Dated: p j ¥

g( 2 (( A rf " BRIENT. O’'CONNOR

Ropes & Gray LLP
Counsel for Pharmacia & Upjohn Company, Inc.
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EXHIBITE
PHARMACIA & UPJOHN COMPANY, INC.
SECRETARY'’S CERTIFICATE

1, James Gibney, do hereby certify that I am Vice President and Secretary of Pharmacia
& Upjohn Company, Inc., a corporation organized under the laws of Delaware (the “Company™),
and do hereby further certify that:

The persons named below have been duly elected and qualified as an officer of the Company:

NAME TITLE
Thomas R. Kelly President & Treasurer
James Gibney Vice President and Secretary

Attached hereto is a true, correct, and complete copy of the resolutions of the Board of
Directors of the Company adopted on August , 2009. Such resolutions have not been
modified, amended or rescinded and remain in full force and effect as of the date hereof.

IN WITNESS WHEREOF, I have executed this Certificate on behalf of the Company on
this_ J( day of August 2009.

/A & UPJOHN COMPANY, INC.




PHARMACIA & UPJOHN COMPANY, INC.

UNANIMOUS WRITTEN CONSENT OF THE
BOARD OF DIRECTORS

The undersigned, being all the directors of Pharmacia & Upjohn Company, Inc.(the
“Company™), a wholly-owned subsidiary of Pharmacia & Upjohn Company LLC, hereby waive
all notice of the time, place or purpose of a meeting and consent to, approve and adopt the
following resolution without a meeting:

WHEREAS, the United States Attorney’s Office for the District of Massachusetts has
been conducting an investigation into the Company’s conduct relating to the drug Bextra;

WHEREAS, the Board of Directors has consulted with legal counsel in connection with
this matter;

WHEREAS, the Company’s legal counsel! has been negotiating a resolution of this
matter;

WHEREAS, the Company’s legal counsel has reported to the board the terms and
conditions of a proposed resolution of this matter;

WHEREAS, the Board of Directors has been advised of the contents of the Information
and proposed Plea Agreement in this matter;

NOW THEREFORE, BE IT:

RESOLVED; that the Company is hereby authorized to enter into the Plea Agreement
dated August 24, 2009, between the United States Attorney for the District of Massachusetts and
Pharmacia & Upjohn Company, Inc., the “Agreement.”

FURTHER RESOLVED, that the Company is authorized to plead guilty to the charge
specified in the Information.

FURTHER RESOLVED, that James Gibney, Vice President and Secretary, or any other
Officer of the Company, are hereby authorized and directed to take all actions and deliver any
agreements, certificates and documents and instruments with respect to or contemplated by the
Agreement and matters set forth above, including, without limitation, the payment of all
amounts, fees, costs and other expenses, necessary or appropriate to effectuate the purpose and
intent of the foregoing resolutions and to effectuate and implement the resolutions contemplated

hereby.

FURTHER RESOLVED, that any actions taken by the Officers of the Company prior to
the adoption of these resolutions, that are within the authority conferred hereby, are hereby fully
ratified, confirmed and approved as the act and deed of the Company.
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This Written Consent may he executed in two or mare counterparts, each of which shall
be deemed an origingl, hut all of which together shall constitute one and the same instrument,

IN WITNESS WHEREOF, the undersigned Directors of the Company have cxecuted this
consent as of the 24" ol August, 2009,

. 1 .’
[ M e #" ~C’ e / N
Thomas R, Kelly J James Gibney 7
|

L
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