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subpoena requires considerable effort and resources, i.e., more than a reasonable investigation. 

Hence, preparing a '"company representative" to 
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attempt to find a path forward that addresses both parties' concerns. However, for the reasons set 

forth above, Shire is submitting this Petition to Quash the Subpoena because requiring Shire to 

prepare and produce a witness on October 3, 2014 to testify addr79Tj
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protected by Noerr-Pennington (notwithstanding any possible pattern exception). Twice 

ViroPharma counsel met with staff to discuss these papers. 

ARGUMENT 

While the staffs ability to investigate is broad, it fundamentally must be reasonable. The 

FTC's "[s]ubpoena enforcement power is not limitless," FTC v. Ken Roberts Co., 276 F.3d 583, 

586 (D.C. Cir. 2001). And, as explained in United States v. Morton Salt Co., 338 U.S. 632, 652 

(1950), "governmental investigation into corporate matters may be of such a sweeping nature and 

so unrelated to the matter properly under inquiry as to exceed the investigatory power." Thus, a 

subpoena may not be "unduly burdensome or unreasonably broad," FTC v. Texaco, 555 F.2d 862, 

882 (D.C. Cir. 1977). These principles, of course, apply here. 

The sixty-eight-part Subpoena is a poor vehicle for staff to obtain the information it seeks 

and is unreasonable because it is duplicative and unduly burdensome. ViroPharma has already 

produced 3,250,000 pages of documents and has provided written responses to the original CID. 

The Subpoena seeks information that can be readily found by staff in these responses to the 

original CID. Moreover, the Subpoena covers virtually every aspect ofViroPharma's business for 

over eight years, and due to the passage of time and corporate control changes, the key employees 

with first-hand knowledge of 
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millions of 
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Ex. 3. In addition, given this sort of specification, it is perfectly appropriate for ViroPharma also to 

respond "Each ViroPharma FDA Submission speaks for itself." Ex. 4. 

In addition to the narrative responses, Specification 13 is duplicative of the white papers. 

The white papers submitted by ViroPharma include extensive and detailed discussions of the 

reasons for the submissions, the basis for the submissions, and when ViroPharma learned or 

discovered the information that formed the basis. The second white paper submission, for instance, 

notes that a "review of the file shows that each submission had a specific, distinct purpose (either 

seeking or providing information), reacted to a specific new development or commented on an 

FDA proposal," and discusses many submissions in great detail. See ViroPharma Mar. I, 2013 

White Paper at 5-9.7 Likewise, the first white paper provides a chronological recounting of 

ViroPharma's petitioning, directly explaining the reasons and bases for ViroPharma's petitions. 

See ViroPharma Oct. 12, 2012 White Paper at 4-30. 

Specification 13 is also duplicative of the documents themselves. Before receiving 

compulsory process, ViroPharma voluntarily produced the entire FDA Citizen Petition docket. See 

VP _00015815 through VP _00023680. The text and context of any ViroPharma filing will answer 

• the reason for the filing; 

• the basis of the filing; 

• the information relied upon in the filing; and 

• when ViroPharma learned or discovered that information. 

7 The second white paper states that "we are happy to discuss in detail any submission that the 
Commission wishes." This remains true. Shire is willing to engage in a substantive discussion on 
any filing. This petition seeks only to tailor and narrow staffs inquiry, not to prevent it entirely. 
Shire requests that staff identify specific questions regarding specific filings, and Shire will 
endeavor to address those questions. 
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• Specification 8 demands testimony on ViroPharma's acquisition ofVancocin, which can be 
found in ViroPharma's narrative responses to Specification 13 (Ex. 2) and 4(c) documents­
related to the transaction produced at VP _00025769-939. 

• Specification 9 demands testimony on ViroPharma's marketing and sales ofVancocin, 
which were addressed in ViroPharma's narrative responses to Specification 32 (Ex. 2) and 
produced, among other places, at VP _00108627-787 and VP _00109084 -236293. 

• Specification 14 demands testimony on ViroPharma's acquisition ofGenzyme data, which 
were addressed in ViroPharma's narrative responses to Specification 25 (Ex. 4) and 
produced at VP _00026291-106314. 

• Specification 15 demands testimony on ViroPharma' s communications with FDA, which 
were addressed in ViroPharma's narrative responses to Specification 24 (Ex. 4) and 
documents produced, among other places, at VP _00408070-156, VP _00997909-13, VP-
00998039-41, VP _03226280-81. 

• Specification 17 demands testimony on ViroPharma's use of third-party consultants in 
petitioning, which were addressed in ViroPharma's narrative responses at Specification 20 
(Ex. 3), numerous exchanges with staff, and documents produced, among other places, 

third-party t h i r d - p a r t y  
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• Specification 8 seeks testimony on ViroPharma's original decision to acquire Vancocin, 
requiring a ViroPharma senior manager from 2004. 

• Specification 9 seeks testimony on marketing issues, requiring a ViroPharma marketing 
employee with knowledge spanning from 2004-12. 

• Specification 11 seeks testimony concerning manufacturing forecasting, requiring a 
ViroPharma commercial employee with knowledge spanning from 2004-12. 

• Specification 14 seeks testimony on ViroPharma's acquisition ofGenzyme data, requiring a 
ViroPharma scientist. 

• Specification 18 seeks testimony on ViroPharma's litigation matters, requiring a 
ViroPharma in-house counsel. 

• Specification 20 seeks testimony on communications between ViroPharma and any member 
of the United States Congress or staff, requiring a ViroPharma lobbyist with knowledge 
spanning from 2004-12. 

Such specifications are unduly burdensome because they require expertise from completely 

disparate areas ofViroPharma, covering the entire depth and breadth of the company. Adequately 

preparing a corporate representative by October 3, 2014 to give binding testimony on each of these 

areas is unduly burdensome. 

The Subpoena not only includes the entire span of daily business activity, but also extends 

outside the scope ofViroPharma's business. Parts of the Subpoena seek testimony on knowledge 

outside of any conceivable ViroPharma employee: 

• Specification 2 seeks 
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Even absent the change in control, Shire's ability to comply is hampered by the passage of 

time. The petitioning in question began nearly nine years ago. bybility 



PUBLIC 

quash the Subpoena and direct staff to tailor any new subpoena to information not already available 

to it or more readily attainable from third parties. Alternatively, Shire asks the Commission to lift 

the return date on this Subpoena and allow Shire and staff to for at least sixty days to allow Shire 

and staff to continue negotiations. If this petition is denied, Shire anticipates that it will need at 

least sixty days to prepare adequately a company representative. 

Dated: Washington, DC 
September 29, 2014 

Respectfully submitted, 

John D. Graubert 
Edward H. Rippey 
David J. Shaw 
COVINGTON & BURLING LLP 
1201 Pennsylvania Ave., NW 
Washington, DC 20004-2401 
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Appendix: Subpoena specifications compared to CID specifications to which ViroPharma supplied 
written narrative responses. 

2014 Subpoena 
Specification 2: FDA approval(s) of 
Vancocin and application(s) by Eli Lilly or 
ViroPharma for FDA approval of V 

a n d  
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Specification 13: Each Vancocin FDA Specification 21: Identify ViroPharma's 
Submission, including: reason(s) for filing the Vancocin FDA 

Submissions and submit all documents relating 
a. ViroPharma's reason(s) for filing to your response. 

the Vancocin; 
b. ViroPharma's basis (or bases) for Specification 22: For each amendment or 

filing the V ancocin FDA supplement ViroPharma filed to the V ancocin 
Submission; FDA Submissions, identify the following and 

c. when ViroPharma learned or submit all documents relating to your response: 
discovered the information or data 
referenced in Spec. 13(b); A. the date of the filing; 

d. who at ViroPharma decided to file B. whether the filing was an 
the Vancocin FDA Submission; amendment or a supplement; 

e. when ViroPharma decided to file c. the reason(s) for the filing; 
the Vancocin FDA Submission; D. any new information provided; and 

f. when ViroPharma filed the E. the date ViroPharma became aware 
V ancocin FDA Submission; of the new information identified in 

g. who drafted or participated in 22(D) above. 
drafting the Vancocin submission; 
and Specification 23: Identify and describe any 

h. ViroPharma's assessment(s) of the assessment ViroPharma made related to the 
V ancocin FDA Submission. merits of its Vancocin FDA Submissions, 

including the names of individuals responsible 
for such assessments, and submit all 
documents relating to your response. 

Specification 14: ViroPharma's acquisition Specification 25: Identify the following and 
and analysis of Genzyme's data comparing submit all documents supporting your 
tolevamer to V ancocin in patients with response: 
Clostridium difficile-associated diarrhea. 

A. the date ViroPharma first became 
aware of Genzyme clinical data; 

B. the date ViroPharma first 
communicated with Genzyme about 
purchasing Genzyme clinical data; 

c. the date ViroPharma entered into 
agreement with Genzyme about the 
purchase ofGenzyme's clinical data; 
and 

D. the reason(s) why the Company 
purchased the data. 
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except for purely procedural motions; 
C. expert reports, including any 

attachments or exhibits; 
D. deposition transcripts and exhibits to 

such transcripts; 
E. interrogatories and interrogatory 

responses; 
F. requests for admission, and responses 

to requests for admissions; 
G. documents requests and all documents 

produced by each party and any non­
party, including all 




