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Recommendation: APPROVAL

NDA 214120
Review #1
Drug Name/Dosage Form Azacitidine Tablets
Strength 200 mg and 300 mg
Route of Administration Oral
Rx/OTC Dispensed Ry
Applicant Celgene Corporation, a wholly owned subsidiary of Bristol-
Myers Squibb
US agent, if applicable n/a
SUBMISSION(S) DOCUMENT DISCIPLINE(S) AFFECTED
REVIEWED DATE
Original Submission 03-Mar-2020 All
Amendment (SD) 15-May-2020 DP
Amendment (SD) 21-May-2020 Process/facilities
Amendment (SD) 28-May-2020 DP. Biopharm, Process/facilities
Amendment (SD) 22-Jun-2020 DP. Biopharm
Amendment (SD) 08-Jul-2020 DP
Amendment (SD) 06-Jul-2020 Process/facilities
Amendment (SD) 16-Jul-2020 DP
Amendment (SD) 06-Sept-19 Process/Facilities
Quality Review Team
DISCIPLINE PRIMARY REVIEWER | SECONDARY REVIEWER
Drug Master File/Drug Karina Zuck Haripada Sarker
Substance
Drug Product Nina Ni Anamitro Banerjee
Process and Facilities Huiquan Wu Bogdan Kurtyka
Microbiology n/a n/a
Biopharmaceutics Min Kang Om Anand
Regulatory Business Rabiya Haider n/a
Process Manager
Application Technical Lead Sherita McLamore n/a
Laboratory (OTR) n/a n/a
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| Environmental | Raanan Bloom | n/a
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1. RELATED/SUPPORTING DOCUMENTS
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No Review
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No Review
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No Review
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Real-Time Litigation Alerts

g Keep your litigation team up-to-date with real-time
alerts and advanced team management tools built for
the enterprise, all while greatly reducing PACER spend.

Our comprehensive service means we can handle Federal,
State, and Administrative courts across the country.

Advanced Docket Research

With over 230 million records, Docket Alarm’s cloud-native
O docket research platform finds what other services can't.
‘ Coverage includes Federal, State, plus PTAB, TTAB, ITC
and NLRB decisions, all in one place.

Identify arguments that have been successful in the past
with full text, pinpoint searching. Link to case law cited
within any court document via Fastcase.

Analytics At Your Fingertips

° Learn what happened the last time a particular judge,

/ . o
Py ,0‘ opposing counsel or company faced cases similar to yours.

o ®
Advanced out-of-the-box PTAB and TTAB analytics are
always at your fingertips.

-xplore Litigation

Docket Alarm provides insights to develop a more
informed litigation strategy and the peace of mind of

knowing you're on top of things.

API

Docket Alarm offers a powerful API
(application programming inter-
face) to developers that want to
integrate case filings into their apps.

LAW FIRMS

Build custom dashboards for your
attorneys and clients with live data
direct from the court.

Automate many repetitive legal
tasks like conflict checks, document
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks
for companies and debtors.

E-DISCOVERY AND

LEGAL VENDORS

Sync your system to PACER to
automate legal marketing.

WHAT WILL YOU BUILD? @ sales@docketalarm.com 1-866-77-FASTCASE




