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1 INTRODUCTION 

This review evaluates the proposed proprietaiy name, Onureg, from a safety and misbranding 
perspective. The sources and methods used to evaluate the proposed proprietaiy name are 
outlined in the reference section and Appendix A respectively. Celgene submitted an external 

d d d b (b)(4) h" h . d d . . name stu ya, con ucte y w ic was rev1ewe m-ing our prev10us 
evaluation of this proposed proprietaiy name under IND 074618.b Of note, Celgene 's June 19, 
2020 proprietaiy name submission refers to the data submitted to their Mai·ch 3, 2020 proprietaiy 
name submission for Onureg. 

1.1 REGULATORY HISTORY 

Celgene submitted the proposed proprieta1y name Onureg on September 26, 2014 under IND 
074618. DMEPA found the name to be acceptable on Mai·ch 19, 2015 under the IND.b Thus, 
Celgene submitted the name Onureg for review under NDA 214120 on March 3, 2020. 

On April 30, 2020, c gene ~ubmitted a request to withdraw the proposed name Onmeg and 
submitted the name (bH

41*** for review under NDA 214120. Subse uently, on June 19, 
2020, Celgene submitted a request to withdraw the proposed name (bH

41*** and resubmitted 
the name Onmeg for review. 

1.2 PRODUCT INFORMATION 

The June 19, 2020 proprietaiy name submission refers to the Mai·ch 3, 2020 proprietaiy name 
submission for product info1m ation. The following product infonnation is provided in the 
proprietaiy name and labeling submissions received on March 3, 2020, and response to 
info1mation request received July 22, 2020. 

• 
• 
• 

• 
• 

Intended Pronunciation: OWN-yew-reg 

Nonproprietaiy Name: azacitidine 

Route of Administration: oral 

Dosage Fonn: tablets 

•Request for Proprietary Name Review for azacytidine for oral administration (NDA 214 120). Sununit (NJ): 
Celgene Corporation; 2020 Mar 3. Available from: \\cdsesubl\evsprod\nda214120\000l\ml\us\onmeg.pdf. 

b Rutledge M. Proprietary Name Review for Onmeg (IND 074618). Silver Spring (MD). FDA, CDER, OSE, 
DMEPA (US). 2015 Mar 19. Panorama No.: 2014-36965. 

1 
Reference ID 4649214 

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


2

 Strength: 200 mg and 300 mgc

 Dose and Frequency:  300 mg once a day on Day 1 through 14 of a 28-day 
treatment cycle.  Dose may be adjusted to 200 mg once a day for adverse reactions.

 How Supplied:  14-count bottles

 Storage: store 68°F - 77°F (20°C -25°C). The proposed shelf life is  months.

2 RESULTS 
The following sections provide information obtained and considered in the overall evaluation of 
the proposed proprietary name, Onureg.  

2.1 MISBRANDING ASSESSMENT

The Office of Prescription Drug Promotion (OPDP) determined that Onureg would not misbrand 
the proposed product per their July 9, 2020 email.  The Division of Medication Error Prevention 
and Analysis (DMEPA) and the Division of Hematologic Malignancies 1 (DHM 1) concurred 
with the findings of OPDP’s assessment for Onureg. 

2.2 SAFETY ASSESSMENT

The following aspects were considered in the safety evaluation of the proposed proprietary name, 
Onureg.

2.2.1 United States Adopted Names (USAN) Search
There is no USAN stem present in the proposed proprietary name1F

d.  

2.2.2 Components of the Proposed Proprietary Name 
Celgene indicated in their submission that the proposed proprietary name, Onureg, is “not 
derived from any one particular concept” in their submission. This proprietary name is 
comprised of a single word that does not contain any components (i.e. a modifier, route of 
administration, dosage form, etc.) that are misleading or can contribute to medication error.  

2.2.3 Comments from Other Review Disciplines at Initial Review
In response to the OSE July 9, 2020 email, the Division of Hematologic Malignancies 1 (DHM 
1) did not forward any comments or concerns relating to Onureg at the initial phase of the 
review.   

2.2.4 FDA Name Simulation Studies
Eighty-nine practitioners participated in DMEPA’s prescription studies for Onureg.  The 
responses did not overlap with any currently marketed products nor did the responses sound or 

c We note that there is a change in product characteristics as Celgene proposes two tablet strengths (200 mg and 300 
mg) in the current submission. In the September 26, 2014 request for proprietary name review of Onureg, Celgene 
proposed tablet strengths of 100 mg, 150 mg, 200 mg, and 300 mg.
d USAN stem search conducted on June 22, 2020.
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