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UNITED STATES PATENT AND TRADEMARK OFFICE 

____________ 

 

BEFORE THE PATENT TRIAL AND APPEAL BOARD 

____________ 

 

AMNEAL PHARMACEUTICALS, LLC, 

Petitioner, 

 

v. 

 

ENDO PHARMACEUTICALS INC., 

Patent Owner. 

____________ 

 

Case IPR2014-00360 

Patent 8,329,216 B2 

____________ 

 

 

Before TONI R. SCHEINER, FRANCISCO C. PRATS, and  

JACQUELINE WRIGHT BONILLA, Administrative Patent Judges. 

 

BONILLA, Administrative Patent Judge. 

 

 

ORDER 

Request for Authorization to File a Motion for Additional Discovery 

37 C.F.R. § 42.51(b)(2) 
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A conference call in the above proceeding was held on December 1, 2014, 

between Judges Scheiner, Prats, and Bonilla, and respective counsel for Petitioner 

and Patent Owner.  The purpose of the call was to discuss Petitioner’s request for 

guidance and/or authorization to file a motion for additional discovery as it 

pertains to four categories of items.  As listed in an e-mail from Petitioner’s 

counsel to the Board on November 24, 2014, we addressed in the call whether a 

motion for additional discovery is appropriate in relation to Petitioner’s requests 

for:   

(1)  Cross-examination of Mr. William Fiske regarding his Declaration     

(Ex. 2043) submitted during prosecution of a related patent application (Appl. Ser. 

No. 11/680,432), which is cited in a paragraph of a Declaration by Dr. Diane 

Burgess (Ex. 2070 ¶ 132), which, in turn, is cited in Patent Owner’s Response.  

Paper 32, 12 (citing Ex. 2070 ¶¶ 118–138), 25 (citing Ex. 2070 ¶¶ 118–133). 

(2)  Underlying “raw source data” regarding Patent Owner Exhibits 2072–

2082, which provide summaries, tables, and other documents (e.g., slide 

presentations), relevant to sales, financial information, and product performance, as 

cited in a Declaration by Mr. Marv Kelly (Ex. 2053), and relevant to Patent 

Owner’s positions regarding secondary considerations in relation to non-

obviousness;  

(3)  Cross-examination of a yet-to-be identified witness for Patent Owner 

regarding clinical testing relevant to Exhibits 2013, 2016, 2019, 2036, 2052, 2063, 

2068, 2069, 2087, and 2088, which Petitioner indicates are clinical study reports 

submitted by Patent Owner to the U.S. Food and Drug Administration as part of a 

New Drug Application; and 
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(4)  An underlying “clinical study report” relevant to Patent Owner      

Exhibit 2014 (“Adams article”), a published article presenting a clinical study, and 

particularly Figure 1 in that article, which is reproduced and cited in a paragraph of 

Dr. Burgess’ Declaration (Ex. 2070 ¶ 38).  

(1)  Cross-examination of Mr. Fiske 

Patent Owner noted during the call that Mr. Fiske is no longer an employee 

of Patent Owner, and that Petitioner includes Mr. Fiske’s Declaration in its own 

Exhibit 1004, which provides the prosecution history for U.S. Pat. No. 8,329,216 

(the patent at issue here).  Patent Owner also pointed out that Petitioner is 

scheduled to depose Dr. Burgess, as indicated in a Deposition Notice (Paper 37) 

(referring to a deposition scheduled for December 11, 2014). 

In this regard, we note that the situation here differs from one at issue in 

Case IPR2013-00253, a case cited by Petitioner during the call.  In IPR2013-

00253, Patent Owner relied directly, in its Patent Owner Response, on a 

declaration contained in the file history of the patent at issue.  The panel in that 

case determined that Patent Owner should make the declarant available for 

deposition.  Ikaria, Inc. v. GeNO LLC, Case IPR2013-00253, Paper 20, slip op. at 

2 (PTAB Apr. 1, 2014).  In the current case, however, Patent Owner’s Response, in 

relevant part, relies on the Declaration of Dr. Burgess, a witness scheduled for 

deposition by Petitioner.  Moreover, Mr. Fiske’s Declaration, mentioned in one 

paragraph of Dr. Burgess’ Declaration, was prepared originally for prosecution of 

an application that differs from the one that issued as the patent here.     

Under the circumstances here, we deny Petitioner’s request for cross-

examination of Mr. Fiske.  Petitioner will have an opportunity to depose              
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Dr. Burgess, and question her about her reliance on Mr. Fiske’s Declaration.  In 

addition, we will not compel Patent Owner to produce a witness who is not under 

Patent Owner’s control, especially where such action may require a court 

subpoena.
1
  To the extent Patent Owner relies on Mr. Fiske’s Declaration, 

however, we will take into consideration whether Petitioner has had an opportunity 

to cross-examine Mr. Fiske.  If Patent Owner does not, on its own, choose to 

produce Mr. Fiske for cross-examination, we will give his Declaration little to no 

weight.  See Mexichem Amanco Holdings S.A. de C.V v. Honeywell Int’l, Inc.,  

Case IPR2013-00576, Paper 36 (PTAB Sept. 5, 2014). 

(2)  Underlying “source data” regarding Exhibits 2072–2082 

During the call, the parties indicated that Exhibits 2072–2082 are cited in the 

Declaration of Mr. Kelly (Ex. 2053), a witness who also is scheduled for 

deposition by Petitioner.  See Paper 38 (referring to a deposition scheduled for 

December 9, 2014).  Petitioner stated that the requested data corresponds to two 

types:  (i) documents cited in footnotes of PowerPoint slide presentation exhibits, 

corresponding to approximately 25–30 documents; and (ii) documents and/or 

things providing underlying facts used to create tables and summaries presented in 

other cited exhibits, corresponding to an unknown number of documents.  

Petitioner stated that it required all underlying data to make sure there were no 

“inaccuracies or mistakes” in Exhibits 2072–2082, or Mr. Kelly’s assessment of 

those exhibits.       

                                           

1
  The Board does not have authority to issue a subpoena for the production of a 

witness residing in the United States.  Such production must be compelled through 

a subpoena from a U.S. District Court.  See 35 U.S.C. § 24. 
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As discussed during the call, we deny Petitioner’s request to file a motion 

for additional discovery regarding the requested underlying data.  Petitioner’s 

request is based on mere speculation, as relevant to the first factor outlined in 

Garmin, i.e., Petitioner does not present more than a possibility and mere 

allegation of finding something useful.  Garmin Int’l Inc. et al. v. Cuozzo         

Speed Techs. LLC, Case IPR2012-00001, Paper 26, slip op. at 5–6 (PTAB     

March 5, 2013).  We also note that Petitioner will have an opportunity to depose 

Mr. Kelly, who discusses the cited evidence in his Declaration.  If, during that 

deposition, Petitioner acquires additional information regarding specific mistakes 

or inaccuracies in the exhibits, as evidenced by specific documents or things, i.e., 

“a threshold amount of evidence or reasoning tending to show beyond speculation 

that something useful will be uncovered,” Petitioner may contact us again 

regarding a possible motion for additional discovery relevant to Exhibits 2072–

2082.  Id. at 7; see also Schott Gemtron Corp. v. SSW Holding Co., Inc., Case 

IPR2013-00358, Paper 78, slip op. at 3–6 (PTAB May 16, 2014) (cited by 

Petitioner during the call).    

That said, we point out that Petitioner will have an opportunity address the 

reliability/credibility of Exhibits 2072–2082 in its Reply to Patent Owner’s 

Response, as well as the admissibility of such evidence in a Motion to Exclude 

Evidence.  Moreover, as discussed during the call, routine discovery includes 

relevant information that is inconsistent with a position advanced by a party in a 

document, which obligates Patent Owner if it knows of mistakes or inaccuracies in 

relation to its Exhibits 2072–2082.  37 C.F.R. § 42.51(b)(1)(iii).        
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(3)  Cross-examination of a witness regarding Exhibits 2013, 2016, 2019, 

2036, 2052, 2063, 2068, 2069, 2087, and 2088 

Petitioner argued that each of the FDA clinical study reports provided in the 

above-mentioned exhibits corresponds to “a technical test or data from such a test” 

as discussed in § 42.65(b), which requires that a party relying on such test or data 

“provide an affidavit explaining” different aspects of the test or data.  37 C.F.R. 

§ 42.65(b)(1)–(5).  Petitioner requested that we require Patent Owner to provide a 

witness with first-hand knowledge of those studies for deposition.  Petitioner 

responded that Dr. Burgess discussed the above-mentioned evidence in her 

Declaration, and Petitioner will have an opportunity to depose Dr. Burgess, as 

discussed above.  Petitioner also contended that our rules do not require that the 

“affidavit” of § 42.65(b) be from an expert with “first-hand” knowledge, i.e., 

someone who personally participated in the studies.                                  

As discussed in the call, we deny Petitioner’s request to file a motion for 

additional discovery asking us to compel Patent Owner to produce a witness with 

first-hand knowledge of the FDA clinical study reports.  Petitioner will have an 

opportunity to question Dr. Burgess about the reports in a deposition, as well as an 

opportunity to address the reliability/credibility of that evidence in its Reply, and 

address the admissibility of the evidence in a Motion to Exclude Evidence.      

(4)  Underlying supporting data regarding Exhibit 2014 (“Adams article”) 

During the call, Petitioner explained that, in a related district court litigation, 

it obtained from Patent Owner an underlying clinical report document, currently 

under seal in the litigation, providing information inconsistent with Figure 1 in the 

Adams article (Ex. 2014), reproduced and discussed in Dr. Burgess’ Declaration 
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(Ex. 2070 ¶ 38).  Petitioner stated that because the document is under a Protective 

Order in the litigation, it cannot discuss nor produce it as evidence in this case, and 

requests that Patent Owner provide the document to Petitioner here, under a 

Protective Order applicable to this proceeding.  Counsel for Patent Owner stated 

that they differed from litigation counsel for Patent Owner, and they were unaware 

of the document until the call.  Counsel for Patent Owner indicated that it would 

inquire with its client about the document, and ascertain whether it can serve the 

document to Petitioner in this proceeding.  

We provided the parties five business days, i.e., until Monday,          

December 8, 2014, to resolve this issue among themselves.  In the event that the 

parties do not reach a resolution by that date, however, we authorized Petitioner to 

file a motion for additional discovery in relation to the specific clinical study report 

relevant to the Adams article, as discussed by Petitioner during the call.          

 

 It is 

ORDERED that Petitioner’s request for authorization to file a motion for 

additional discovery in relation to Petitioner’s requests (1), (2), and (3), as 

discussed above, is denied; 

FURTHER ORDERED that if the parties do not reach a resolution among 

themselves in relation to Petitioner’s request (4) regarding an underlying clinical 

study report relevant to the Adams article by Monday, December 8, 2014, 

Petitioner’s request for authorization to file a motion for additional discovery 

regarding this document is granted.  
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For PETITIONER: 

 

Eldora Ellison 

Eellison-PTAB@skgf.com 

 

Dennies Varughese 

Dvarughe-PTAB@skgf.com 

  

 

For PATENT OWNER: 

 

Joseph Mahoney 

jmahoney@mayerbrown.com 

 

Erick Palmer 

ejpalmer@mayerbrown.com 
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