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Janssen Sciences Ireland UC submits the following mandatory disclosures
pursuant to 37 C.F.R. §42.8.

REAL PARTY-IN-INTEREST

Janssen Sciences Ireland UC (“Janssen”), an indirect, wholly-owned
subsidiary of Johnson & Johnson (“J&J"), isarea party-in-interest. Janssen
Products, L.P,, awholly-owned subsidiary of J& Jisalso areal party-in-interest. In

addition, J& J, a publicly held company, is areal party-in-interest.

RELATED MATTERS

U.S. Patent 8,518,987 (the “’ 987 Patent”) issued from U.S. Application No.
12/536,807 (the “’ 807 Application™). U.S. Patent Application No. 14/183,712,
which is currently pending before the Office, is a continuation of U.S. Application
13/939,494 (now abandoned), which isitself a continuation of the ' 807
Application.

The 987 Patent is being asserted in the following patent infringement
lawsuits:

e Janssen Prods,, L.P. etal. v. Lupin Ltd. et al., C.A. No. 13-3891
(D.N.J);
e Janssen Prods., L.P. et al. v. Cipla Ltd. et al., C.A. No. 14-5093

(D.N.J):;
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e Janssen Prods, L.P. et al. v. Cipla Ltd. et al., C.A. No. 14-1056 (D.
Del.);
e Janssen Prods,, L.P. et al. v. Cipla Ltd. et al., C.A. No. 15-0307 (D.
Del.); and
e Janssen Prods., L.P. et al. v. Cipla Ltd. et al., C.A. No. 15-2549
(D.N.J).
The 987 Patent was at issue in the following lawsuits that have now been
terminated:
e Janssen Prods., L.P. et al. v. Teva Pharm. USA, Inc. et al., C.A. No.
13-7576 (D.N.J.) (terminated due to consent judgment of
enforceability, validity and infringement of the ’ 987 patent with
respect to TevaANDA product); and
e Janssen Prods,, L.P. etal. v. Lupin Ltd. et al., C.A. No. 14-1370
(D.N.J)) (terminated due to consolidation with C.A. No. 13-3891).
The’807 Application isadivisional of U.S. Application No. 10/514,352,
which issued as U.S. Patent No. 7,700,645 (the “’ 645 Patent”). The’645 Patent is
the subject of the following lawsuits:
e Janssen Prods,, L.P. et al. v. Lupin Ltd. et al., C.A. No. 10-5954

(D.N.J)) (pending Consolidated Appeal No. 14-1842 (Fed. Cir.));
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e Janssen Prods,, L.P. et al. v. Lupin Ltd. et al., C.A. No. 13-3891
(D.N.J.) (also listed above with respect to the ' 987 Patent);

e Janssen Prods,, L.P. et al. v. Cipla Ltd. et al., C.A. No. 14-1056 (D.
Del.) (also listed above with respect to the ' 987 Patent);

e Janssen Prods., L.P. et al. v. Cipla Ltd. et al.,C.A. No. 14-5093
(D.N.J.) (also listed above with respect to the ' 987 Patent);

e Janssen Prods,, L.P. et al. v. Cipla Ltd. et al., C.A. No. 15-0307 (D.
Del.) (also listed above with respect to the ' 987 Patent); and

e Janssen Prods., L.P. et al. v. Cipla Ltd. et al., C.A. No. 15-2549
(D.N.J.) (also listed above with respect to the ' 987 Patent).

The’ 645 Patent was at issue in the following lawsuits that have now been
terminated:

e Tibotec Inc. et al. v. Teva Pharm. USA, Inc. et al., C.A. No. 11-1509
(D.N.J)) (consolidated with C.A. No. 10-5954 and dismissed due to
consent judgment of enforceability, validity and infringement of the
' 645 patent with respect to Teva ANDA product); and

e Tibotec Inc. et al. v. Lupin Ltd. et al., C.A. No. 11-4027 (D.N.J.)

(terminated due to consolidation with C.A. No. 10-5954).
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