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In re Risperdal/Seroquel/Zyprexa Litigation, New Jersey
         1/5/2010 –Order from the Superior Court of New Jersey Appellate Division denying Plaintiff’s Motion for Leave to Appeal
         12/11/2009- Brief of Defendants in Opposition to Plaintiff-Movants’ Motion for Leave to Appeal from an Interlocutory Order of the Trial Court.
         12/1/2009 – Plaintiffs’ Amended Notice of Motion for Leave to Appeal Interlocutory Order of Trial Court maintaining the confidentiality of certain documents.
         10/30/2009 – Order from the Superior Court of New Jersey Law Division granting Defendants’ Motion and Entering Order to maintain the confidentiality of certain documents.
         9/11/2009- Reply Brief of Defendants in Support of Motion to Maintain Confidentiality
         9/3/2009 – Plaintiffs’ Response in Opposition to Defendants’ Motion to Maintain Confidentiality of Documents
         8/26/2009 – Defendants’ Brief in Support of Motion to Maintain the Confidentiality of Documents
         7/8/2009- Plaintiffs’ letter to Court regarding Motion to Declassify documents.
         7/27/2009 –Special Master’s Decision on Protective Order to Declassify Certain Protected Documents holding that the documents and deposition testimony at issue should not be designated as confidential.
         6/29/2009- Plaintiffs’ Reply in Support of their Request to Remove the Confidentiality Designation from Certain Documents and Testimony Produced by the Defendants
         6/24/2009- Defendants’ Opposition to Plaintiffs’ Application to Declassify Certain Protected Documents
 
In re Risperdal Litigation, Philadelphia
· 4/13/2011-CM0 No. 4
· 10/19/2011”Defendants Ortho-McNeil-Janssen Pharmaceuticals, Inc.’s, Johnson & Johnson Company’s, and Johnson & Johnson Research & Development, L.L.C.’s Motion to Maintain the Confidentiality of Certain Documents.”  This was in response to Plaintiff’s challenge to CMO 4 and the confidentiality of certain documents. 
· 12/16/2011- Judge Moss grants Defendants’ Motion and enters an  Order to maintain the confidentiality of the documents.
· 11/6/2013- Letter from Chris Gomez to Ken Murphy requesting, among other things, that Janssen remove the “Confidential” designation from the reanalysis of the clinical data so that the medical community can study this data and report its findings to the public.
· 12/9/2013- “Defendants Janssen Pharmaceuticals, Inc.; Johnson & Johnson; and Janssen Research & Development, LLC’s Motion to Maintain the Confidentiality of Certain Documents.” This was in response to Plaintiff’s second challenge to CMO 4 and the confidentiality of certain documents. 
· 3/13/2014 – Judge New grants the Defendants’ motion and entered an Order to Maintain the Confidentiality of Certain Documents
· 6/2015, Ivo Caers, a Vice President at Janssen admitted in testimony at trial that Janssen had failed to provide the FDA with clinical data demonstrating a link between Risperdal and gynecomastia.
 
Elmore v. Janssen, Texas
· 5/13/2013 – Interrogatory Responses indicating that certain documents were not provided to the FDA
· 8/14/2013 – “Emergency Motion to Dissolve the Protective Order as a Matter of Public Justice and Safety to Allow Immediate Notice to the FDA and the Journal of Clinical Psychology and to the Treating Pediatricians of Texas and Motion to Shorten the Time of the Hearing” was filed.
 
Citizen Petition
· 7/27/2012 Because of its knowledge of the dangers of the Risperdal, and its firsthand knowledge of the irreversible and traumatic effects suffered by its clients, on July 27, 2012, Sheller filed the Petition with the FDA.  See 21 C.F.R. § 10.30. The Petition requested that the FDA revoke the pediatric indication for the Risperdal Drugs until their safety could be established or, in the alternative, require their labels to adequately warn of the drugs’ prolactin-related adverse effects so that they would no longer be misbranded.  The Petition also requested the FDA to direct Janssen to permit Sheller to disclose to the FDA confidential documents that Sheller had obtained in discovery.  In the alternative, Sheller requested that the FDA obtain these documents itself from Janssen and make them available to Sheller for in camera review so that Sheller could verify their completeness.  The FDA allowed and even solicited ex parte submissions from Janssen, yet insisted that every communication from Sheller be filed on the public docket.  The effect of this process was to allow Janssen to provide select documents to the FDA, but to willfully ignore Sheller’s proffer of documents that were relevant and contradictory to Janssen’s statements about the safety of Risperdal.  That bias was compounded by the fact that Janssen’s response to the FDA’s information request failed to provide the FDA with all the required information that the FDA requested, as Janssen was obligated to do.  Janssen’s incomplete response to the FDA included inaccurate representations that Janssen had not identified any data that should have been but was not submitted to the agency and that its response was based on a review of all data in its possession
· 11/25/2014- Letter from Department of Health & Human Services to Sheller PC, denying the primary relief sought in Sheller’s citizen petition. Though the FDA purportedly “granted” in part the Citizen Petition by requesting that Janssen provide additional information, Janssen failed to comply even with that ex parte request.
· 1/29/15- Sheller appealed the FDA’s denial of the Petition to District Court.  Defendants moved to dismiss for lack of jurisdiction under Rule 12(b)(1), arguing that Sheller lacked standing under Article III of the Constitution.
· 5/1/2015- First Amended Complaint filed
· 8/11/2015- United States District Court for the Eastern District of Pennsylvania granted Defendants’ Motion and dismissed Sheller’s Appeal, even though it concluded that Sheller suffered an injury sufficient to confer standing under Article III.
· 10/6/2016- United States Court of Appeals for the Third Circuit
· 12/8/2016- Denial of Rehearing of the United States Court of Appeals for the Third Circuit.
· 3/7/2017- Petition for Writ of Certiorari
· 5/15/2017 Petition for Writ of Certiorari Denied

