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1 INTRODUCTION

This review evaluates the proposed proprietary name, Taltz, from a safety and misbranding 
perspective.  The sources and methods used to evaluate the proposed name are outlined in the 
reference section and Appendix A respectively. The Applicant submitted an external name 
study, conducted by , for this product.

1.1 REGULATORY HISTORY

The proposed proprietary name, Taltz, was found acceptable on October 1, 2013 under IND 
1.  We note that the frequency of administration have changed for BLA 125521 currently 

under review.

Proposed dose under the IND:

Proposed dose under the BLA:  160 mg by subcutaneous injection (two 80 mg injections) at 
week 0, followed by an 80 mg subcutaneous injection at Weeks 2, 4, 6, 8, 10, and 12, then 
80 mg every 4 weeks.

The applicant re-submitted the name, Taltz, for review on March 23, 2015 during the current 
BLA review cycle.

1.2 PRODUCT INFORMATION

The following product information is provided in the March 23, 2015 proprietary name 
submission.

 Intended Pronunciation: tόl(t)s

 Active Ingredient: Ixekizumab

 Indication of Use: Moderate-to-severe plaque psoriasis who are candidates for systemic 
therapy or phototherapy.

 Route of Administration: Subcutaneous

 Dosage Form:  Injection

 Strength:  80 mg/mL

 Dose and Frequency:  160 mg by subcutaneous injection (two 80 mg injections) at week 0, 
followed by an 80 mg subcutaneous injection at Weeks 2, 4, 6, 8, 10, and 12, then 80 mg 
every 4 weeks.

                                                
1

Mena-Grillasca, C. Proprietary Name Review for Taltz (IND 100834). Silver Spring (MD): FDA, CDER, OSE, DMEPA 
(US); 2013 OCT 01.  RCM No.: 2013-1052.
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 How Supplied:  

o 80 mg/mL in a 1 mL single-dose prefilled syringe in cartons of 1, 2 or 3 units
o 80 mg/mL single-dose Auto Injector in cartons of 1, 2 or 3 units

 Storage:  Refrigerated at 2°C to 8°C (36°F to 46°F)

 Container and Closure Systems:  n/a

2 RESULTS 

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

2.1 MISBRANDING ASSESSMENT

The Office of Prescription Drug Promotion (OPDP) determined that the proposed name would
not misbrand the proposed product.   DMEPA and the Division of Dermatology and Dental 
Products (DDDP) concurred with the findings of OPDP’s assessment of the proposed name. 

2.2 SAFETY ASSESSMENT

The following aspects were considered in the safety evaluation of the name.

2.2.1 United States Adopted Names (USAN) Search

There is no USAN stem present in the proprietary name2.  

2.2.2 Components of the Proposed Proprietary Name 

The Applicant did not provide a derivation or intended meaning for the proposed name, Taltz,
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 FDA Name Simulation Studies

Ninety-four practitioners participated in DMEPA’s prescription studies.  The responses did not
overlap with any currently marketed products nor did the responses sound or look similar to 
any currently marketed products or any products in the pipeline. Thirty-nine participants 
interpreted the name, Taltz, correctly (outpatient n=24, voice n=7, inpatient n=8).  One 
participant in the inpatient study erroneously documented her interpretation to another study 
name, Utibron misinterpreted as Vagina; however, upon further investigation the participant 
interpreted the study name, Taltz, as Talty. Appendix B contains the results from the verbal 
and written prescription studies.

                                                
2

USAN stem search conducted on May 20, 2015.
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3.1 COMMENTS TO THE APPLICANT

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

If any of the proposed product characteristics as stated in your March 23, 2015 submission are 
altered prior to approval of the marketing application, the name must be resubmitted for 
review.  
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4 REFERENCES 

1.   USAN Stems (http://www.ama-assn.org/ama/pub/physician-resources/medical-
science/united-states-adopted-names-council/naming-guidelines/approved-stems.page) 

USAN Stems List contains all the recognized USAN stems.  

2. Phonetic and Orthographic Computer Analysis (POCA)

POCA is a system that FDA designed.  As part of the name similarity assessment, POCA is used 
to evaluate proposed names via a phonetic and orthographic algorithm.  The proposed 
proprietary name is converted into its phonemic representation before it runs through the 
phonetic algorithm.  Likewise, an orthographic algorithm exists that operates in a similar 
fashion.  POCA is publicly accessible.

Drugs@FDA

Drugs@FDA is an FDA Web site that contains most of the drug products approved in the United 
States since 1939. The majority of labels, approval letters, reviews, and other information are 
available for drug products approved from 1998 to the present.  Drugs@FDA contains official 
information about FDA-approved brand name and generic drugs; therapeutic biological 
products, prescription and over-the-counter human drugs; and discontinued drugs (see Drugs @ 
FDA Glossary of Terms, available at 
http://www.fda.gov/Drugs/InformationOnDrugs/ucm079436.htm#ther biological). 

RxNorm

RxNorm contains the names of prescription and many OTC drugs available in the United States. 
RxNorm includes generic and branded:

 Clinical drugs – pharmaceutical products given to (or taken by) a patient with 
therapeutic or diagnostic intent 

 Drug packs – packs that contain multiple drugs, or drugs designed to be administered in 
a specified sequence 

Radiopharmaceuticals, contrast media, food, dietary supplements, and medical devices, such as 
bandages and crutches, are all out of scope for RxNorm 
(http://www.nlm.nih.gov/research/umls/rxnorm/overview.html#).

Division of Medication Errors Prevention and Analysis proprietary name consultation requests

This is a list of proposed and pending names that is generated by the Division of Medication 
Error Prevention and Analysis from the Access database/tracking system.
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For any i.e. drug products comprised of more than one active ingredient, consider whether the strength or 
dose may be expressed using only one of the components. 

To determine whether the strengths or doses are similar to your proposed product, consider the following 
list of factors that may increase confusion:

o Alternative expressions of dose:  5 mL may be listed in the prescribing information, but the 
dose may be expressed in metric weight (e.g., 500 mg) or in non-metric units (e.g., 1 tsp, 1 
tablet/capsule).  Similarly, a strength or dose of 1000 mg may be expressed, in practice, as 1 
g, or vice versa.

o Trailing or deleting zeros: 10 mg is similar in appearance to 100 mg which may potentiate 
confusion between a name pair with moderate similarity.

o Similar sounding doses: 15 mg is similar in sound to 50 mg  

Step 2 Answer the questions in the checklist below.  Affirmative answers to some of  these questions suggest that 
the pattern of orthographic or phonetic differences in the names may  reduce  the likelihood of confusion 
for moderately similar names with overlapping or similar strengths or doses.

Orthographic Checklist (Y/N to each question)

 Do the names begin with different first 
letters?

Note that even when names begin with 
different first letters, certain letters may 
be confused with each other when 
scripted. 

 Are the lengths of the names dissimilar* 
when scripted?

*FDA considers the length of names 
different if the names differ by two or 
more letters. 

 Considering variations in scripting of 
some letters (such as z and f), is there a 
different number or placement of 
upstroke/downstroke letters present in 
the names?  

 Is there different number or placement of 
cross-stroke or dotted letters present in 
the names?  

 Do the infixes of the name appear 
dissimilar when scripted?

 Do the suffixes of the names appear 
dissimilar when scripted?

Phonetic Checklist  (Y/N to each question)

 Do the names have different number of 
syllables?

 Do the names have different syllabic 
stresses?

 Do the syllables have different phonologic 
processes, such vowel reduction, 
assimilation, or deletion?

 Across a range of dialects, are the names 
consistently pronounced differently?

Table 5: Low Similarity Name Pair Checklist (i.e., combined score is ≤49%).

In most circumstances, these names are viewed as sufficiently different to minimize confusion.  Exceptions to this 
would occur in circumstances where, for example, there are data that suggest a name with low similarity is 
nonetheless misinterpreted as a marketed product name in a prescription simulation study.  In such instances, FDA 
would reassign a low similarity name to the moderate similarity category and review according to the moderately 
similar name pair checklist.  
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