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PROPRIETARY NAME MEMORANDUM

Division of Medication Error Prevention and Analysis 1 (DMEPA 1)
Office of Medication Error Prevention and Risk Management (OMEPRM)

Office of Surveillance and Epidemiology (OSE)
Center for Drug Evaluation and Research (CDER)

*** This document contains proprietary information that cannot be released to the public***

Date of This Review: June 3, 2024
Application Type and Number: NDA 218614
Product Name, Dosage Form, and 
Strength:

Tryngolza (olezarsen) injection, 80 mg/0.8 mL

Product Type: Combination Product (Drug-Device)
Rx or OTC: Prescription (Rx)
Applicant/Sponsor Name: Ionis Pharmaceuticals Inc. (Ionis)
PNR ID #: 2024-1044725741
DMEPA 1 Safety Evaluator: Vraj Patel, PharmD
DMEPA 1 Team Leader: Damon Birkemeier, PharmD, FISMP, NREMT
DMEPA 1 Associate Director for 
Nomenclature and Labeling:

Idalia E. Rychlik, PharmD

Reference ID: 5391078
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3 CONCLUSION 

Our re-assessment did not identify any names that represent a potential source of drug name 
confusion. Therefore, we maintain that the proposed proprietary name, Tryngolza, is 
conditionally acceptable. 

If you have any questions or need clarifications, please contact Deveonne Hamilton‐Stokes, OSE 
project manager, at 301-796-2253.

3.1 COMMENTS TO IONIS PHARMACEUTICALS INC.

We have completed our review of the proposed proprietary name, Tryngolza, and have 
concluded that this proprietary name is conditionally acceptable. 

If any of the proposed product characteristics as stated in your submission, received on April 
19, 2024, are altered prior to approval of the marketing application, the proprietary name must 
be resubmitted for review.  
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4 REFERENCE

1. United States Adopted Names (USAN) Stems

USAN Stems List contains all the recognized USAN stems, available at https://www.ama-
assn.org/about/united-states-adopted-names/united-states-adopted-names-approved-stems.
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