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Definition of Regulatory Filings

SHARE CITE TERM

Regulatory Filings rreans as to a,ly Pe40rma^ce Period, filirgs suomihed to dn Approval Aurhoriry with respect to a product tor which
the Company is pursuing product Approvai.

BAS ED ON 70 DOCUM€NTS

-hegulatory 
Filings means, with respect to a Licensed Product, any submission to a Regulatory Authority of any appropriate regulatory

appli.ation, including, without limitation, any lND, any NDA, any submission to a regulatory advisory board, any marketing authorization
application (including any L4AA), any BLA (biologics license apptication) and any supplement or amendment therero.

BA5 ED ON 46 DOCUMENTS

Regulatory Filings means j{LCMlltofferinq circulars, proxv statements, reqistration statements and all similar documents filed, or
reo!ired to be filed, pursuant to applicable state or federal law.

BASED ON 33 DOCU M ENTS

Examples of Regulatory Filings in a sentence

Celgene shall have responsibility for, and shall prepare, all Regulatory Filings and related submisslons with respect to such Celgene
^- revelopmentcompound(s).

--,Jporircquest, Globelmmune will provide the JRC and celgene with copies of all Regulatory Filings and related correspondence
submitted to Regulatory Authorities or received from Regulatory Authorities with respect to such Program.

Celgene shall provide the IRC with a summary of material clinlcal protocols and Regulatory Filings with respect to each Celgene

Development Compound.

Upon the request of Globelmmune, Celgene shall provide Globelmmune with copies of material Regulatory Filings and related material

correspondence submitted to Regulatory Authorities or received from Regulatory Authorities wlth respect to any such Celgene

Development Compound.

Licensee shall be responsible for all correspondence, meetings and other interactions, with the relevant Regulatory Authorities concerning

regulatory activities related to the Product in the Field in the Licensee Territory, and for preparing and filing any and all Regulatory

Filings for Regulatory Approval for the Product in the Field in the Licensee Territory at its sole expense and shall use Commercially

Reasonable Efforts in doing so.

More definitions of Regulatory Filings

Regulatory tilings means, collectively: (a) all lNDs, NDAs, BLAs, CTAS, establishment license applications, drug masteffi tpplications

for designation as an "orphan Product" under the Orphan Drug Act, and all other similar submissions (including MAAS and counterpaits

to any of the foregoing in any country or region in the Territory) as may be required by any Regulatory A!thority for the d€velopment,
manufacture, use or commercialization of a Collaboration Product in the Territory (b) all supplements and amendments to any of the
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BASED ON 32 DOCUM ENTS

Regulatory filings means all applications, filings, dossiers and the like submitted to a Regulatory Authority Ior the purpose of obtaining

Regulatory Approval from that Regulatory Authority. Regulatory Filings shall include, but not be llmited to, all lNDs, NDAs and other

Regulatory Approval applications and their equivalents in the Territory.

BAS ED ON 17 DOCUMENTS

Regulatory Filings means, with respect to the Product in the Field in the Territory, all applications, registrations, sLrbmissions, dossiers,

notifi.ations, licenses, authorizations and approvals (including all Regulatory Approvals), all correspondence submitted to or received

from the Regulatory Authorities (including minutes and official contract reports relating to any communications with any Regulatory
Authority) and all supporting documents and all Pre-Clinical Data, Clinical Data and CMC Data (including all Clinical Studies and Post-

Approval Marketing Studies), and all data contained in any of the foregoing, including all CTNS, Drug Approval Applications, Adverse
Event files and complaint fiies.

BASED ON 9 DOCU M ENTS
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