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VIA FEDERAL EXPRESS 

TO: 

FROM: 

DATE: 

Exelixis, Inc. 
Attn: Michael M. Morrissey, Ph.D. 
President and Chief Executive Officer 
1851 Harbor Bay Parkway 
Alameda, CA 94502 

Exelixis, Inc. 
Attn: Jeffrey J. Hessekiel, J.D. 
Executive Vice President and General 
Counsel 
1851 Harbor Bay Parkway 
Alameda, CA 94502 

Azurity Pharmaceuticals, Inc. 

March 5, 2025 

I\ indcl,111::irx com 

One Giralda Farms I Madison, NJ 07940 
T. 973.966.3200 I F. 973.966.3250

Exelixis, Inc. 
Attn: Sandy Smith 
Senior Vice President, Regulatory Affairs 
1851 Harbor Bay Parkway 
Alameda, CA 94502 

Honigman LLP 
Attn: Jonathan P. O'Brien, Ph.D./Exelixis 
650 Trade Centre Way 
Suite 200 
Kalamazoo, MI 49002-0402 

RE: NOTICE OF PARAGRAPH IV CERTIFICATION RE: AZURITY 

PHARMACEUTICALS, INC.'S CABOZANTINIB TABLETS, 13 MG, 26 

MG, AND 39 MG; U.S. PATENT NOS. 8,877,776, 11,091,439, 11,091,440, 

11,098,015, 9,724,342, 10,039,757, 10,034,873, 11,298,349, AND 12,128,039 

Dear Sirs and Madam: 

Pursuant to§ 505(b)(3)(B) and§ 505(b)(3)(D) of the Federal Food, Drug and Cosmetic 

Act ("the Act") and§ 314.52 of Title 21 ofthe Code of Federal Regulations ("C.F.R."), please be 

advised that Azurity Pharmaceuticals, Inc. ("Azurity") has filed a patent certification pursuant to 

§ 505(b)(2)(A)(iv) of the Act and§ 314.50(i)(l)(i)(A)(4) of Title 21 of the C.F.R. in support of its

505(6)(2) New Drug Application ("NDA") No. 220258 with respect to cabozantinib tablets, 13

mg, 26 mg, and 39 mg ("Azurity's proposed product"). Azurity seeks to obtain approval to engage

in the commercial manufacture, use or sale of Azurity's proposed product before the expiration of

U.S. Patent Nos. 8,877,776 ("the '776 patent"), 11,091,439 ("the '439 patent"), 11,091,440 ("the

'440 patent"), 11,098,015 ("the '015 patent"), 9,724,342 ("the '342 patent"), 10,039,757 ("the
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