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Key IP challenges (and opportunities) 
 
• Confidential commercial information in clinical data/CSRs 

•  Potential competitive disadvantage to firm b/c of release  
•  Public domain release may compromise patents for 

commercialization 

• CSRs used to support marketing authorization (MA) in 
jurisdictions w/out data exclusivity  

•  “Open innovation” yields opportunities for new (potentially 
lucrative) findings 



IP Strategies in Different Contexts 
• Approved drugs 

•  Voluntary sharing (e.g. Clinical Study Data Request) 
•  Mandated sharing (e.g. EMA policy) 

• Data sharing associated with abandoned drugs (e.g. 
NCATS) 



Clinical Data Sharing Repository  
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Data Sharing Agreement 
• All data provided in connection with agreement is 

“confidential information” 
•  No transfer to third parties without approval 

• Must use data according to proposal 
• W/r/t “new IP,” a right of first refusal to exclusive license 

(for each sponsor) 



Features 
• Strict contractual protection of CCI (never enters public 

domain) 
• Because all data remain on “Access System,” cannot be 

used to support MAs 



New IP 
• New uses  
•  “More eyes” on problem should enhance progress 
• Some limitations of new use patents on approved drugs 

•  If composition-of-matter patent has expired, generic can be used 
off-label for new use (e.g. Rai 2012) 



Mandatory disclosure  
• EMA October 2014 policy (effective 1/1/2015) 
• Significantly more public than CSDR model 

•  On-screen access for “any user” 
•  Downloadable CSRs for “identified users” 



EMA on CCI  
•  “Any information . . . not in the public domain or publicly 

available” and where disclosure undermines legitimate 
economic interest” of marketing authorization holder 
(MAH) 

• MAH must make case for redaction to regulator 



EMA, cont’d 
• Policy specifically allows redaction of exploratory 

endpoints (and efficacy and safety variables in support 
thereof) – mentions patent issue 
•  E.g. MEHL/Biophile Int’l Corp. v. Milgraum, 192 F.3d 1362 (1999) 

•  Article describing method of skin treatment that noted disruption of hair 
follicles enough to block patent on hair depilation use 

•  Going forward, firms shouldn’t include exploratory endpoints (or 
other CCI) 

 



CSRs, marketing authorization 
• EMA Terms of Use 

•  “May not be used to support MA or variation to a MA nor to make 
any unfair commercial use of the clinical reports.” 

•  Watermark 
•  Third party right to enforce (UK law applies) 
•  Will it work? 



Abandoned drugs (and associated data) 
• Arguably biggest IP opportunity in data sharing 
• Only ~10% of compounds entering Phase 2 testing pass 

phase 3 
• New uses for “de-risked” molecules 
•  For molecules that have never been approved, no 

possibility of skinny labeling  
•  Use patent as strong as composition of matter patent (Rai and Rice 

2014) 
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