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UNITED STATES DISTRICT COURT 
SOUTHERN DISTRICT OF NEW YORK 
---------------------------------------------------------------- 
 
PACIRA PHARMACEUTICALS, INC., DR. 
LOREN J. HARRIS, and DR. JOSEPH W. BELL, 
 

Plaintiffs, 
 

vs. 
 
UNITED STATES FOOD & DRUG 
ADMINISTRATION; UNITED STATES OF 
AMERICA; DR. STEPHEN OSTROFF, in his 
official capacity as Acting Commissioner of Food 
and Drugs; UNITED STATES DEPARTMENT OF 
HEALTH & HUMAN SERVICES; and SYLVIA 
MATHEWS BURWELL, in her official capacity as 
Secretary of the Department of Health & Human 
Services, 
 

Defendants. 
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Civil Action No. 1:15-cv-07055-ER 
 
 
 
 

 
 
 

---------------------------------------------------------------- 

MEMORANDUM OF LAW OF THE MEDICAL INFORMATION WORKING GROUP 
IN SUPPORT OF ITS MOTION FOR LEAVE TO FILE AMICUS CURIAE BRIEF 

The Medical Information Working Group (“MIWG”) respectfully submits this 

memorandum of law in support of its motion for leave to file a brief as amicus curiae in the 

above-captioned matter.  A copy of the MIWG’s proposed amicus curiae brief is attached as 

Exhibit A to the accompanying Declaration of Eamon P. Joyce. 

INTERESTS OF PROPOSED AMICUS CURIAE 

 The Medical Information Working Group (“MIWG”) is an informal working group of 

major manufacturers of prescription drugs, biologics, and medical devices.1  Formed in 2006, the 

                                                 
1 The follow members join in both the motion for leave to file a brief amicus curiae and the 
proposed brief itself: Amgen Inc., Bayer Healthcare Pharmaceuticals, Inc., Boehringer Ingelheim 
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MIWG seeks to clarify and improve the federal regulatory framework and enforcement climate 

surrounding manufacturers’ dissemination of information about approved products—prescription 

drugs, biological products, and medical devices—including information about new and 

innovative uses of those products.  In particular, the MIWG has sought to address concerns that 

the present regulatory framework, characterized by unclear rules and harsh penalties, fails to 

provide adequate notice of the line between permissible and impermissible speech, and chills 

manufacturer dissemination of valuable scientific information.  Consistent with this mission, the 

MIWG has a strong interest in the issues presented in this case.  Moreover, the MIWG was 

recently granted leave to file amicus briefs in two similar cases—by the Second Circuit in United 

States v. Caronia, 703 F.3d 149 (2d Cir. 2012), and by this Court in Amarin Pharma, Inc. v. 

FDA, No. 15-3588, 2015 WL 4720039  (S.D.N.Y. Aug. 7, 2015).  As a result, the MIWG brings 

to bear substantial experience with the legal and regulatory issues in this case.   

The MIWG’s proposed brief in this case will inform the Court of recent and dramatic 

shifts in the legal landscape within the Second Circuit concerning promotional speech by 

pharmaceutical manufacturers.  The proposed brief will illustrate that such speech—like the 

Plaintiff’s here—is not only constitutionally protected, but also of great value.  Finally, the 

proposed brief will demonstrate that this Court’s review of FDA’s regulatory and enforcement 

practices is urgently needed to ensure against widespread chilling of protected communication.   

ARGUMENT 

As a general matter, “[d]istrict courts have broad discretion in deciding whether to accept 

amicus briefs.”  Jamaica Hosp. Med. Ctr., Inc. v. United Health Grp., Inc., 584 F. Supp. 2d 489, 

                                                                                                                                                             
Pharmaceuticals, Inc., Eli Lilly and Company, Genentech, Inc., GlaxoSmithKline LLC, Johnson 
& Johnson, Novartis Pharmaceuticals Corporation, Novo Nordisk, Inc., Pfizer Inc., and sanofi-
aventis U.S. LLC.   
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497 (E.D.N.Y. 2008) (citation omitted).  “[A]n amicus brief is considered ‘desirable . . . when 

the amicus has unique information or perspective’” that the district may otherwise not receive.  

Id. (quoting Citizens Against Casino Gambling in Erie Cnty. v. Kempthorne, 471 F. Supp. 2d. 

295 (W.D.N.Y 2007)).  For this reason, courts “have permitted parties to file amicus briefs where 

‘the brief will assist the judges by presenting ideas, arguments, theories, insights, facts, or data 

that are not to be found in the parties’ briefs.’” Matter of Search of Info. Associated with 

[redacted]@mac.com that is Stored at Premises Controlled by Apple, Inc., 13 F. Supp. 3d 157, 

167 (D.D.C. 2014) (quoting Voices for Choices v. Illinois Bell Tel. Co., 339 F.3d 542, 545 (7th 

Cir. 2003)); see, e.g., C&A Carbone, Inc. v. Cnty. of Rockland, No. 08-6459, 2014 WL 1202699, 

at *12-15 (S.D.N.Y. Mar. 24, 2014) (granting motion for leave to file amicus brief of “national 

trade associations representing various interests within the recyclable materials market” where 

amici’s brief provided “insights into the market for recyclables” and helped “ensure . . . a 

complete and plenary presentation of difficult issues” (internal quotation marks omitted)). 

Counsel for Pacira has consented to the filing of the MIWG’s proposed amicus brief.  

The MIWG has informed counsel for the government of its intent to move this Court for leave to 

file the proposed brief, and counsel has indicated that the government takes no position.   The 

MIWG respectfully requests that this Court grant it leave to file in this case.  As manufacturers 

of pharmaceuticals, medical devices, and biologics, the MIWG’s member companies are directly 

and substantially affected by the regulatory and enforcement regime at the heart of this litigation.  

Their experience affords them an intimate understanding of precisely how this regime both chills 

protected speech and thwarts the exchange of valuable scientific information.  This experience is 

reflected in the proposed brief, and the MIWG believes the additional insight therein will aid the 

Court here. 
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CONCLUSION 

 For the foregoing reasons, the MIWG respectfully requests that this Court grant its 

motion for leave to file in this case the amicus brief attached as Exhibit A to the accompanying 

Declaration of Eamon P. Joyce. 

 
 
Dated: New York, NY 
 October 15, 2015 
 

Respectfully submitted, 
 
 
By: /s/ Eamon P. Joyce      
      Eamon P. Joyce 
 
Eamon P. Joyce 
SIDLEY AUSTIN LLP 
787 Seventh Avenue 
New York, NY 10019 
Telephone: (212) 839-5300 
Email: ejoyce@sidley.com 

 
Rebecca K. Wood 
Coleen Klasmeier 
Paul E. Kalb 
Nicholas J. Giles 
SIDLEY AUSTIN LLP 
1501 K Street, NW 
Washington, DC 20005 
Telephone: (202) 736-8000 

 
Attorneys for the Medical 
Information Working Group 
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