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1 INTRODUCTION

This review evaluates the proposed proprietary name, Ziextenzo, from a safety and misbranding 
perspective.  Sandoz did not submit an external name study for this proposed proprietary name. 

1.1 REGULATORY HISTORY 

Sandoz previously submitted the proposed proprietary name, Ziextenzo on October 29, 2015. 
The Division of Medication Error Prevention and Analysis (DMEPA) found the name, Ziextenzo 
acceptable under BLA 761045 on January 14, 2016a; however, the Division of Hematology 
Products (DHP) issued a Complete Response (CR) for the application on June 24, 2016.  

The Applicant provided a response to the CR and re-submitted the proposed proprietary name, 
Ziextenzo, for review on February 27, 2019.  However, we found the name, Ziextenzo 
unacceptable due to similarity in pronunciation and orthographic similarity with the proprietary 
name, Dextenza under NDA 208742.b  

Thus, Sandoz submitted the name, Ziextenzo, for reconsideration on June 21, 2019. 

1.2 PRODUCT INFORMATION

The following product information is provided in the proprietary name submission received on 
June 21, 2019.

• Intended Pronunciation: Zee-ex-ten-zoh

• Active Ingredient: pegfilgrastim-bmez

• Indication of Use: indicated to decrease the incidence of infection, as manifested by febrile 
neutropenia, in patients with non-myeloid malignancies receiving myelosuppressive anti-
cancer drugs associated with a clinically significant incidence of febrile neutropenia. 

• Route of Administration: Subcutaneous

• Dosage Form: Injection

• Strength: 6 mg/0.6 mL 

• Dose and Frequency: 6 mg administered once per chemotherapy cycle.  

Dosing of Ziextenzo for pediatric patients weighing less than 45 kg
Body Weight Ziextenzo Dose Volume to Administer

a Garrison, N. Proprietary Name Review for Ziextenzo (BLA 761045). Silver Spring (MD): Food and Drug 
Administration, Center for Drug Evaluation and Research, Office of Surveillance and Epidemiology, Division of 
Medication Error Prevention and Analysis (US); 2016 JAN 14. Panorama No. 2015-1877835.

b Garrison, N. Proprietary Name Review for Ziextenzo (BLA 761045). Silver Spring (MD): Food and Drug 
Administration, Center for Drug Evaluation and Research, Office of Surveillance and Epidemiology, Division of 
Medication Error Prevention and Analysis (US); 2019 MAY 24. Panorama No. 2019-29694744.
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Less than 10 kg* See below* See below*
10 - 20 kg 1.5 mg 0.15 mL
21 - 30 kg 2.5 mg 0.25 mL
31 - 44 kg 4 mg 0.4 mL

*For pediatric patients weighing less than 10 kg, administer 0.1 mg/kg (0.01 mL/kg) of Ziextenzo.

• How Supplied: supplied in a prefilled single-dose syringe for manual use containing 6 mg 
pegfilgrastim-bmez, supplied with a 27-gauge, 1/2-inch needle with an UltraSafe Passive 

Needle Guard. 

• Storage: Store refrigerated between 36°F to 46°F (2°C to 8°C) in the carton to protect from 
light. Do not shake. Discard syringes stored at room temperature for more than 72 hours. 
Avoid freezing; if frozen, thaw in the refrigerator before administration. Discard syringe if 
frozen more than once. 

• Reference Listed Drug/Reference Product: Neulasta BLA 125031

2 MATERIALS REVIEWED AND METHODS

We used Failure Mode and Effects Analysis (FMEA) in our review of Sandoz Inc.’s request for 
reconsideration.  We also considered the safety concerns described in our previous review of the 
proposed proprietary name, Ziextenzo, as well as information provided by Sandoz Inc., in the 
request for reconsideration. 

In the June 21, 2019 request for reconsideration, Sandoz stated:
1. Ziextenzo is currently marketed in Europe.
2. There is minimal phonetic similarity between the name pair, Ziextenzo and Dextenza.  
3. Ziextenzo and Dextenza have clinical attributes which can impact the risk of confusion 

between the two products.  
4. The differences in product appearance mitigates risk of confusion.

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

3 DICUSSION 

 This section summarizes our evaluation of the information provided by the Applicant in support 
of a reconsideration of the proposed proprietary name, Ziextenzo.

Ziextenzo is Currently Marketed in Europe

Sandoz notes that Ziextenzo was approved on November 22, 2018 for all European Union (EU) 
markets. Over the last six months, Ziextenzo has been distributed to 19 EU markets.  In addition, 
Sandoz has also submitted the proprietary name Ziextenzo to the health authorities in Australia, 
New Zealand, Canada, and Switzerland and has not encountered any name-related rejections to 
date. Thus, there is already global awareness of this proprietary name along with its product 
characteristics and usage.
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We note that Dextenza is not marketed in the EU markets and therefore, we are not able to 
determine whether name confusion between Ziextenzo and Dextenza has occurred. Additionally, 
Sandoz did not take into consideration the differences in the medication use process between the 
United States and other non-U.S. countries. Therefore, we do not find this information to be 
relevant for our evaluation. 

Differences in Phonetic Similarity

Sandoz acknowledges FDA’s assessment that Ziextenzo was misinterpreted as “Zextenzo” by 
three study participants in FDA verbal prescriptions studies. However, Sandoz states that 
“Zextenzo” is spelled and pronounced differently than Ziextenzo, and had the names sounded 
very similar, they would have anticipated a direct misinterpretation for Dextenza. As stated in 
our previous evaluation of the name pair, we acknowledge that Ziextenzo has an additional 
syllable; and the beginning sounds of the name (Zi versus D) and ending sounds of the names (o 
versus a) have some phonetic differencesc. However, we have seen name confusion errors with 
other products that have different number of syllables and begin with different lettersd. 
Therefore, we continue to find that the names are phonetically similare. 

Furthermore, Sandoz states that current practice guidelines from safety organizations such the 
National Coordinating Council for Medication Error Reporting and Prevention (NCCMERP), 
ISMP, American Society for Clinical Oncology and the Oncology Nursing Society 
(ASCO/ONS), and the American Society for Health-System Pharmacists (ASHP) advise that 
verbal orders should be limited or prohibited in certain cases. If verbal orders are used, the 
information should be verified with the prescriber to ensure the verbal prescription information is 
captured correctly to minimize the risk of errors. Specifically, as Ziextenzo would be ordered 
concurrently with a chemotherapy regimen, verbal orders for chemotherapeutic products and 
supportive medications are generally discouraged because they can circumvent the independent 
double check verification; thus, making verbal confusion between Ziextenzo and Dextenza less 
likely. We agree with Sandoz in that chemotherapeutic orders are generally not ordered verbally; 
however, there may be a potential that supportive medications, such Ziextenzo, may be ordered 
verbally. However, we do note that chemotherapeutic products and supportive medications are 
typically ordered together as a chemotherapy regimen in an order set. Thus, we agree that there is a 
low likelihood that Ziextenzo may not be included in an order set or ordered verbally. 

Differences in Product Characteristics

c Garrison, N. Proprietary Name Review for Ziextenzo (BLA 761045). Silver Spring (MD): Food and Drug 
Administration, Center for Drug Evaluation and Research, Office of Surveillance and Epidemiology, Division of 
Medication Error Prevention and Analysis (US); 2019 MAY 24. Panorama No. 2019-29694744.

d Institute for Safe Medication Practices. Safety briefs: Name Alert I. ISMP Med Saf Alert. 1997;2(19):1

e Garrison, N. Proprietary Name Review for Ziextenzo (BLA 761045). Silver Spring (MD): Food and Drug 
Administration, Center for Drug Evaluation and Research, Office of Surveillance and Epidemiology, Division of 
Medication Error Prevention and Analysis (US); 2019 MAY 24. Panorama No. 2019-29694744.
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Sandoz notes that there are important differences in product characteristics that mitigate the risk 
of confusion and medication error between Ziextenzo and Dextenza. Sandoz states that 
Ziextenzo and Dextenza will be prescribed by different healthcare providers (hematologists/ 
oncologist versus ophthalmologist), are different therapeutic categories (colony stimulating 
factor versus corticosteroid), and will be used for different indications (decrease the incidence of 
infection in patients with non-myeloid malignancies receiving chemotherapy versus treatment of 
ocular pain and inflammation following ophthalmic surgery). Sandoz also asserts that the 
product differences (see Appendix A), including dose, frequency, and route of administration, 
may be sufficient to prevent name confusion between Ziextenzo and Dextenza.
In addition, Sandoz states that although Dextenza received FDA approval in November 2018, it 
is not yet marketed within or outside of the U.S., whereas Ziextenzo is a proposed biosimilar to 
U.S.-Licensed Neulasta (pegfilgrastim).  Pegfilgrastim has been marketed for more than 15 years 
in the US. Even if Dextenza is launched, Sandoz still believes that there is minimal to no risk of 
the two products being confused as Ziextenzo due to differences in prescribers and settings of 
use.  Twenty-four hours post chemotherapy, the patient returns to the cancer center or cancer 
clinic and receives Ziextenzo, as a subcutaneous injection in the abdomen, buttocks, or upper 
arm. This product will either be dispensed by the clinic pharmacy or by a nurse. The product will 
then be typically administered by a nurse, which provides a medication independent, double 
check. In some instances, patients may self-administer the product at home; however, they 
should receive injection training first.
This differs for Dextenza as it will be prescribed for use in a patient undergoing ophthalmic 
surgery in a specialty clinic/outpatient surgery center. Dextenza will not be dispensed by the 
pharmacy; it will only be available to surgically trained optometrist or ophthalmologist. As 
intracanalicular insertion is only performed by a specialty trained ophthalmologist or optometrist 
under sterile conditions, it is unlikely that the patient would receive the wrong product, as this is 
the only approved ophthalmic intracanalicular steroid insert.
We evaluated the product characteristic differences between the proposed product and Dextenza.  
We acknowledge that both Ziextenzo and Dextenza will be prescribed by physicians of different 
areas of specialty, will be used in different settings of use, and have different routes of 
administrations, which will minimize the risk of confusion between the products.

Differences in Product Appearance

Sandoz states that the packaging and product appearance of Ziextenzo differs from Dextenza, 
that would prevent inadvertent administration of one product for the other. Ziextenzo will be 
supplied in a prefilled syringe for subcutaneous injection, which differs from the Dextenza ocular 
insert for surgical placement (into the canaliculus of the eye) (See Appendix B). Sandoz states 
that if Ziextenzo was inadvertently dispensed for Dextenza, the syringe and the size/type of the 
needle (1/2-inch, 27-gauge needle) should alert the practitioner that this product is used 
subcutaneously and is not appropriate for ocular injection. Furthermore, Sandoz notes that the 
procedure for insertion of Dextenza requires a surgically trained physician or optometrist who 
should have experience in using the product and anticipates using the product.   
Alternatively, Sandoz notes that if Dextenza were dispensed for Ziextenzo, the practitioner 
should be able to determine the difference in packaging and physical appearance of product 
which will indicate that this product is not appropriate for subcutaneous administration (See 
Appendix B). Additionally, if the practitioner is unfamiliar with Dextenza, they would be unable 
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to administer the product as it requires a surgical procedure for a highly specialized route of 
administration.
The differences in packaging and product appearance may mitigate potential product selection 
and wrong product administration errors; however, these differences are unlikely to impact the 
likelihood of misinterpretation that may occur during the prescribing or transcription phases of 
the medication use system.

Summary of our evaluation

We carefully considered the rationale raised by Sandoz in the supporting documentation on each 
of the points above. We note that when all of the mitigations described above are considered in 
totality, we find that the proposed mitigations minimize the risk of name confusion between 
Ziextenzo and Dextenza to an acceptable level.  

4 CONCLUSION 

The proposed proprietary name, Ziextenzo, is acceptable. 

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

4.1 COMMENTS TO SANDOZ INC. 

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

If any of the proposed product characteristics as stated in your submission, received on June 21, 
2019, are altered prior to approval of the marketing application, the name must be resubmitted 
for review.  
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APPENDICES

Appendix A: Comparison of product profile difference as provided in the Applicant’s 
Request for Reconsideration
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Appendix B: Differences in product appearance minimize risk of confusion as provided in 
the Applicant’s Request for Reconsideration
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1 PU POSE O  MEMO

This memorandum summarizes our evaluation of the four-letter suffixes proposed by Sandoz for inclusion in 
the nonproprietary name and communicates our recommendation for the nonproprietary name for BLA 
761045. 

2 ASSESSMEN  OF HE NO PROPRIETARY AME

On February 27, 2019, Sandoz submitted a list of 10 suffixes, in their order of preference, to be used in the 
nonproprietary name of their producta.  Sandoz also provided findings from an external study conducted by the 

, evaluating the proposed four-letter suffixes in conjunction with the nonproprietary 
name, for our consideration.  Table 1 presents a list of suffixes submitted by Sandoz: 

Tab e 1  S ffixes submit ed by Sandoz***
1. bmez
2.
3.
4.
5.
6.
7.
8.
9.
10.

We reviewed Sandoz’s proposed suffixes in order of preference listed by Sandoz, along with the supporting 
data they submitted, using the principles described in the applicable guidance.c

2. pegf gr s im-bm z

Sandoz’s first proposed suffix, -bmez, is composed of 4 distinct letters.

We determined that the proposed suffix -bmez, is not too similar to any other products’ suffix designation, does 
not look similar to the names of other currently marketed products, that the suffix is devoid of meaning, does 
not include any abbreviations that could be misinterpreted, and does not make any misrepresentations with 
respect to safety or efficacy of this product.

3 CO MU CATIO  OF DMEPA’S N Y S

These findings were shared with OPDP. Per an email correspondence dated May 29, 2019, OPDP did not 
identify any concerns that would render this proposed suffix unacceptable.  DMEPA also communicated our 
findings to the Division of Hematology Products (DHP) via e-mail on May 30, 2019.

a Cover Letter-Nonproprietary Name Suffix Report. Princeton (NJ): Sandoz, Inc.; 2019 Feb 27. Available from: 
\\cdsesub1\evsprod\bla761045\0048\m1\us\12-cover-letters\nonproprietary-name-suffix-report.pdf
b  

c See Section VI which describes that any suffixes should be devoid of meaning in Guidance for Industry: Nonproprietary 
Naming of Biological Products.  2017.  Available from: 
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM459987.pdf
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4 CO CL SION

We find Sandoz’s proposed suffix -bmez acceptable and recommend the nonproprietary name be revised 
throughout the draft labels and labeling to pegfilgrastim-bmez. DMEPA will communicate our findings to the 
Applicant via letter.  

4.1 Recommendat ons or Sandoz nc.

We find the nonproprietary name, pegfilgrastim-bmez, conditionally acceptable for your proposed product.  
Should your 351(k) BLA be approved during this review cycle, pegfilgrastim-bmez will be the proper name 
designated in the license. You should revise your proposed labels and labeling accordingly and submit the 
revised labels and labeling to your BLA for our review.  However, please be advised that if your application 
receives a complete response, the acceptability of your proposed suffix will be re-evaluated when you respond 
to the deficiencies. If we find your suffix unacceptable upon our re-evaluation, we would inform you of our 
finding. 
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1 INTRODUCTION

This review evaluates the proposed proprietary name, Ziextenzo, from a safety and misbranding 
perspective.  The sources and methods used to evaluate the proposed proprietary name are 
outlined in the reference section and Appendix A respectively.  Sandoz submitted an internal 
POCA search for this proposed proprietary name. 

1.1 REGULATORY HISTORY 

Sandoz previously submitted the proposed proprietary name, Ziextenzo on October 29, 2015. 
The Division of Medication Error Prevention and Analysis (DMEPA) found the name, Ziextenzo 
acceptable under BLA 761045 on January 14, 2016a; however, the Division of Hematology 
Products (DHP) issued a Complete Response (CR) for the application on June 24, 2016.  

The Applicant provided a response to the CR and re-submitted the proposed proprietary name, 
Ziextenzo, for review on February 27, 2019.   

1.2 PRODUCT INFORMATION

The following product information is provided in the proprietary name submission received on 
February 27, 2019.

• Intended Pronunciation: Zee-ex-ten-zoh

• Active Ingredient: “LA-EP 2006"

• Indication of Use: indicated to decrease the incidence of infection, as manifested by 
febrile neutropenia, in patients with non-myeloid malignancies receiving 
myelosuppressive anti-cancer drugs associated with a clinically significant incidence of 
febrile neutropenia.

• Route of Administration: Subcutaneous

• Dosage Form: Injection

• Strength: 6 mg/0.6 mL 

• Dose and Frequency: 6 mg administered once per chemotherapy cycle.  

Dosing of Ziextenzo for pediatric patients weighing less than 45 kg
Body Weight Ziextenzo Dose Volume to Administer

Less than 10 kg* See below* See below*
10 - 20 kg 1.5 mg 0.15 mL
21 - 30 kg 2.5 mg 0.25 mL
31 - 44 kg 4 mg 0.4 mL

a Garrison, N. Proprietary Name Review for Ziextenzo (BLA 761045). Silver Spring (MD): Food and Drug 
Administration, Center for Drug Evaluation and Research, Office of Surveillance and Epidemiology, Division of 
Medication Error Prevention and Analysis (US); 2016 JAN 14. Panorama No. 2015-1877835.
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*For pediatric patients weighing less than 10 kg, administer 0.1 mg/kg (0.01 mL/kg) of Ziextenzo.

• How Supplied: supplied in a prefilled single-dose syringe for manual use containing 6 mg 
pegfilgrastim, supplied with a 27-gauge, 1/2-inch needle with an UltraSafe Passive 

Needle Guard. 

• Storage: Store refrigerated between 36°F to 46°F (2°C to 8°C) in the carton to protect 
from light. Do not shake. Discard syringes stored at room temperature for more than 72 
hours. Avoid freezing; if frozen, thaw in the refrigerator before administration. Discard 
syringe if frozen more than once.

• Reference Listed Drug/Reference Product: Neulasta BLA 125031

2 RESULTS 

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

2.1 MISBRANDING ASSESSMENT

The Office of Prescription Drug Promotion (OPDP) determined that Ziextenzo would not 
misbrand the proposed product.  The Division of Medication Error Prevention and Analysis 
(DMEPA) and the Division of Hematology Products (DHP) concurred with the findings of 
OPDP’s assessment for Ziextenzo. 

2.2 SAFETY ASSESSMENT

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

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

b.  

2.2.2 Components of the Proposed Proprietary Name 
Sandoz did not provide a derivation or intended meaning for the proposed proprietary name, 
Ziextenzo, 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, April 5, 2019 e-mail, the Division of Hematology Products (DHP) did 
not forward any comments or concerns relating to Ziextenzo at the initial phase of the review.   

b USAN stem search conducted on March 19, 2019.

Reference ID: 4438575



3

2.2.4 FDA Name Simulation Studies
Eighty-one (n= 81) practitioners participated in DMEPA’s prescription studies for Ziextenzo.  
Three responses in the voice portion of the study interpreted the name as “Zextenzo”, which is a 
close variation of the currently marketed product, Dextenza. See Section 3.1 for our evaluation 
of this name pair. 

Appendix B contains the results from the verbal and written prescription studies.

2.2.5 Phonetic and Orthographic Computer Analysis (POCA) Search Results 
Our POCA searchc identified 32 names with the combined score of ≥55% or individual 
orthographic or phonetic score of ≥70%. We had identified and evaluated some of the names in 
our previous proprietary name review. We re-evaluated the previously identified names of 
concern considering any lessons learned from recent post-marketing experience, which may have 
altered our previous conclusion regarding the acceptability of the name. We note that none of the 
product characteristics have changed. However, based on the results of the FDA Prescription 
Simulation study described above in Section 2.2.4, we included Dextenza in our re-evaluation. 
For the remaining names previously evaluated, we agree with the findings from our previous 
review. Therefore, we identified 18 names not previously analyzed. These names are included in 
Table 1 below.

2.2.6 Names Retrieved for Review Organized by Name Pair Similarity 
Table 1 lists the number of names retrieved from our POCA search, FDA Prescription 
Simulation Study, and the Applicant’s internal POCA search.  These name pairs are organized as 
highly similar, moderately similar or low similarity for further evaluation.

Table 1. Names Retrieved for Review Organized by Name Pair Similarity

Similarity Category Number of 
Names

Highly similar name pair: 
combined match percentage score ≥70%

1

Moderately similar name pair: 
combined match percentage score ≥55% to ≤ 69%

16

Low similarity name pair: 
combined match percentage score ≤54%

2

2.2.7 Safety Analysis of Names with Potential Orthographic, Spelling, and Phonetic 
Similarities 

We determined 18 of the 19 names will not pose a risk for confusion with Ziextenzo as described 
in Appendices C through H. However, the proposed proprietary name could be confused with 
Dextenza.  The rationale for the risk of confusion is described in Section 3.1.   

c POCA search conducted on March 12, 2019 in version 4.3.
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2.2.8 Communication of DMEPA’s Analysis at Midpoint of Review
DMEPA communicated our findings to the Division of Hematology Products (DHP) via e-mail 
on May 23, 2019.  At that time we also requested additional information or concerns that could 
inform our review.  Per e-mail correspondence from the Division of Hematology Products (DHP) 
on May 24, 2019, they stated no additional concerns with the proposed proprietary name, 
Ziextenzo.

3 CONCLUSION 

The proposed proprietary name, Ziextenzo, is not acceptable from a safety perspective. The 
proposed proprietary name, Ziextenzo, is vulnerable to name confusion with Dextenza.  
Therefore, the decision to deny the name will be communicated to Sandoz via letter (See Section 
3.1).

If you have further questions or need clarifications, please contact Janet Higgins, OSE project 
manager, at 240-402-0330.

3.1 COMMENTS TO SANDOZ INC. 

We have completed our review of the proposed proprietary name, Ziextenzo, and have 
concluded that this name is unacceptable for the following reasons:

Ziextenzo vs. Dextenza

The proposed proprietary name, Ziextenzo, may be confused with the currently marketed 
product, Dextenza, due to similarity in pronunciation and orthographic similarity. Dextenza is 
indicated for the treatment of ocular pain following ophthalmic surgery.

Ziextenzo and Dextenza are similar in pronunciation because the second syllable of Ziextenzo 
(‘ex’) sounds identical to the ending sound of the first syllable in Dextenza (‘ex’), and 
second/third syllables (‘ten’) are also identical. Additionally, the last syllables of the names (‘zo’ 
versus ‘za’) sound similar as they begin with the same onset sound. The similarity of the names 
is supported by the FDA’s Prescription Simulation Study, during which three participants in the 
voice study misinterpreted the name Ziextenzo as “Zextenzo”, which is a close variation to 
Dextenza. We acknowledge that Ziextenzo has an additional syllable and the beginning sounds 
of the name (‘Zi’ versus ‘D’) and the ending sounds of the names (‘o’ vs. ‘a’) have some 
differences; however, given the phonetic similarity of the rest of the names, these differences 
may not be sufficient to mitigate the risk of confusion. Our postmarketing experience with other 
drug products suggests that name confusion can occur with similarly named prescription drug 
products, despite such differences. For example, a report from the Institute for Safe Medication 
Practices (ISMP) describes confusion between Diovan (valsartan) and Zyban (bupropion), in 
which an office nurse mistakenly phoned in a prescription that sounded like Diovan to a 
community pharmacy, and the pharmacist dispensed Zyband.  

Therefore, based on the similarity in pronunciation to Dextenza, we find the proposed 
proprietary name, Ziextenzo unacceptable based on 21 CFR 201.10(c)(5), which states “The 
labeling of a drug may be misleading by reason of designation of a drug or ingredient by a 

d Institute for Safe Medication Practices. Safety briefs: Name Alert I. ISMP Med Saf Alert. 1997;2(19):1.
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proprietary name that, because of similarity in spelling or pronunciation, may be confused with 
the proprietary name or the established name of a different drug or ingredient.”  

Orthographically, Ziextenzo and Dextenza are similar in length (9 letters versus 8 letters). The 
names share the letter string ‘-extenz-’ and the suffixes (‘zo’ versus ‘za’) look similar when 
scripted. We acknowledge that the first letters of the name pair differ (Z versus D) and Ziextenzo 
contains the letter ‘i’ in the second position which is absent in Dextenza; however, given the 
orthographic similarity of the rest of the names, this difference may not be sufficient to mitigate 
the risk of confusion. We are aware of postmarketing reports of error involving name confusion 
between similarly named prescription drug products despite differences in the first letters of the 
name pair. For example, a report from the Institute for Safe Medication Practices (ISMP) 
describes confusion between Zebeta (bisoprolol fumerate) and DiaBeta (glyburide) where a 
written prescription for “Zebeta 5 mg daily #90” was misinterpreted and dispensed as DiaBetae.

The similarity of this name pair is further supported by FDA’s Phonetic and Orthographic 
Computer Analysis (POCA) programF

f, which calculates a combined orthographic and phonetic 
score of 78%, suggesting that there is a high similarity between these names. 

We acknowledge that this determination differs from our previous evaluation of the name pair. 
We have reached a different determination with respect to the safety of your proposed name 
primarily because of the new safety information identified in the FDA Prescription Simulation 
Study and an increase in the combined orthographic and phonetic score for the name pair. 

At the time of our previous analysis, we had conducted simulation studies and there were no 
close variations to Dextenza in those simulation studies. Several reasons could explain why our 
previous name simulation studies did not produce a close variation of Dextenza. The simulation 
studies were performed using different voice samples of the proposed name and the current 
simulation study was conducted using a new group of FDA participants. Both or either of these 
changes could contribute to differences in the results of the simulation studies. Additionally, 
name simulation studies are not designed to detect errors (or near misses) with statistical 
significance since such studies would call for a large sample size. Thus, a negative finding (i.e. 
no name confusion) from a simulation study using a small sample size does not provide 
assurances that errors are unlikely to occurg. However, FDA believes our simulation studies have 
good predictive value when an error (or near miss) does occur because the likelihood of 
observing an error (or near miss) in a small study is low, and therefore an occurrence within this 
study is likely to predict errors that will occur between Ziextenzo and Dextenza in actual use. 

Furthermore, at the time of our previous analysis, FDA’s Phonetic and Orthographic Computer 
Analysis (POCA) programF

h calculated a combined orthographic and phonetic score of 73% . 
Since then, the orthographic component of the POCA program algorithm has been revised to 

e Institute for Safe Medication Practices. Safety briefs. ISMP Med Saf Alert. 2000;5(18):2.

f POCA search conducted on March 12, 2019 in version 4.3. 

g Guidance for Industry: Best Practices in Developing Proprietary Names for Drugs. Food and Drug Administration. 2014. 
Available from: https://www fda.gov/media/88496/download.

h POCA search conducted on November 27, 2015 in version 3.1. 
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place more emphasis on the similarity that occurs at the beginning of the name, on exact letter 
matches, and also to emphasize where names share letters that are not consecutive. Due to the 
revisions to the algorithm, as noted above, the combined orthographic and phonetic score for this 
name pair is 78% in POCA version 4.3. 

Thus, this new information represents a safety signal that prompted us to reach a different 
conclusion regarding the acceptability of the name pair.

Collectively, our analysis of the name similarity, post-marketing experience with other reported 
errors, prescription simulation study results and the revised combined POCA score lead us to 
conclude that the proposed name Ziextenzo, and Dextenza cannot safely coexist in the market.
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4 REFERENCES 

1.   USAN Stems (https://www.ama-assn.org/about/united-states-adopted-names-approved-stems) 

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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APPENDICES

Appendix A

FDA’s Proprietary Name Risk Assessment evaluates proposed proprietary names for 
misbranding and safety concerns.  

1. Misbranding Assessment: For prescription drug products, OPDP assesses the name for 
misbranding concerns. For over-the-counter (OTC) drug products, the misbranding 
assessment of the proposed name is conducted by DNDP. OPDP or DNDP evaluates 
proposed proprietary names to determine if the name is false or misleading, such as by 
making misrepresentations with respect to safety or efficacy.  For example, a fanciful 
proprietary name may misbrand a product by suggesting that it has some unique 
effectiveness or composition when it does not (21 CFR 201.10(c)(3)).  OPDP or DNDP 
provides their opinion to DMEPA for consideration in the overall acceptability of the 
proposed proprietary name.  

2. Safety Assessment: The safety assessment is conducted by DMEPA, and includes the 
following:

a. Preliminary Assessment: We consider inclusion of USAN stems or other characteristics 
that when incorporated into a proprietary name may cause or contribute to medication 
errors (i.e., dosing interval, dosage form/route of administration, medical or product name 
abbreviations, names that include or suggest the composition of the drug product, etc.) 
See prescreening checklist below in Table 2*.  DMEPA defines a medication error as any 
preventable event that may cause or lead to inappropriate medication use or patient harm 
while the medication is in the control of the health care professional, patient, or 
consumer. F

i

i National Coordinating Council for Medication Error Reporting and Prevention.  
http://www nccmerp.org/aboutMedErrors html.  Last accessed 10/11/2007.
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*Table 2- Prescreening Checklist for Proposed Proprietary Name

Answer the questions in the checklist below.  Affirmative answers 
to any of these questions indicate a potential area of concern that 

should be carefully evaluated as described in this guidance.

Y/N Is the proposed name obviously similar in spelling and pronunciation to other 
names?

Proprietary names should not be similar in spelling or pronunciation to proprietary 
names, established names, or ingredients of other products.  

Y/N Are there inert or inactive ingredients referenced in the proprietary name?

Proprietary names should not incorporate any reference to an inert or inactive 
ingredient in a way that might create an impression that the ingredient’s value is 
greater than its true functional role in the formulation (21 CFR 201.10(c)(4)).

Y/N Does the proprietary name include combinations of active ingredients? 

Proprietary names of fixed combination drug products should not include or 
suggest the name of one or more, but not all, of its active ingredients (see 21 CFR 
201.6(b)).

Y/N Is there a United States Adopted Name (USAN) stem in the proprietary name?

Proprietary names should not incorporate a USAN stem in the position that USAN 
designates for the stem.  

Y/N Is this proprietary name used for another product that does not share at least 
one common active ingredient?

Drug products that do not contain at least one common active ingredient should not 
use the same (root) proprietary name. 

Y/N Is this a proprietary name of a discontinued product?

Proprietary names should not use the proprietary name of a discontinued product if 
that discontinued drug product does not contain the same active ingredients.

b. Phonetic and Orthographic Computer Analysis (POCA): Following the preliminary 
screening of the proposed proprietary name, DMEPA staff evaluates the proposed name 
against potentially similar names.  In order to identify names with potential similarity to 
the proposed proprietary name, DMEPA enters the proposed proprietary name in POCA 
and queries the name against the following drug reference databases, Drugs@fda, 
CernerRxNorm, and names in the review pipeline using a 55% threshold in POCA.  
DMEPA reviews the combined orthographic and phonetic matches and group the names 
into one of the following three categories:
• Highly similar pair: combined match percentage score ≥70%.  
• Moderately similar pair: combined match percentage score ≥55% to ≤ 69%.
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• Low similarity: combined match percentage score ≤54%.

Using the criteria outlined in the check list (Table 3-5) that corresponds to each of the three 
categories (highly similar pair, moderately similar pair, and low similarity), DMEPA 
evaluates the name pairs to determine the acceptability or non-acceptability of a proposed 
proprietary name. The intent of these checklists is to increase the transparency and 
predictability of the safety determination of whether a proposed name is vulnerable to 
confusion from a look-alike or sound-alike perspective.  Each bullet below corresponds to the 
name similarity category cross-references the respective table that addresses criteria that 
DMEPA uses to determine whether a name presents a safety concern from a look-alike or 
sound-alike perspective.
• For highly similar names, differences in product characteristics often cannot mitigate the 

risk of a medication error, including product differences such as strength and dose.  Thus, 
proposed proprietary names that have a combined score of ≥ 70 percent are at risk for a 
look-alike sound-alike confusion which is an area of concern (See Table 3).

• Moderately similar names are further evaluated to identify the presence of attributes that 
are known to cause name confusion. 

Name attributes:  We note that the beginning of the drug name plays a 
significant role in contributing to confusion. Additionally, drug name pairs 
that start with the same first letter and contain a shared letter string of at 
least 3 letters in both names are major contributing factor in the confusion 
of drug namesF

j. We evaluate all moderately similar names retrieved from 
POCA to identify the above attributes. These names are further evaluated 
to identify overlapping or similar strengths or doses.
Product attributes:  Moderately similar names of products that have 
overlapping or similar strengths or doses represent an area for concern for 
FDA.  The dose and strength information is often located in close 
proximity to the drug name itself on prescriptions and medication orders, 
and the information can be an important factor that either increases or 
decreases the potential for confusion between similarly named drug pairs.  
The ability of other product characteristics to mitigate confusion (e.g., 
route, frequency, dosage form) may be limited when the strength or dose 
overlaps.  DMEPA reviews such names further, to determine whether 
sufficient differences exist to prevent confusion. (See Table 4).

• Names with low similarity that have no overlap or similarity in strength and dose are 
generally acceptable (See Table 5) unless there are data to suggest that the name might be 
vulnerable to confusion (e.g., prescription simulation study suggests that the name is 
likely to be misinterpreted as a marketed product).  In these instances, we would reassign 

j Shah, M, Merchant, L, Characteristics That May Help in the Identification of Potentially Confusing Proprietary 
Drug Names. Therapeutic Innovation & Regulatory Science, September 2016
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a low similarity name to the moderate similarity category and review according to the 
moderately similar name pair checklist.  

c. FDA Prescription Simulation Studies: DMEPA staff also conducts a prescription 
simulation studies using FDA health care professionals.  

Three separate studies are conducted within the Centers of the FDA for the proposed 
proprietary name to determine the degree of confusion of the proposed proprietary name 
with marketed U.S. drug names (proprietary and established) due to similarity in visual 
appearance with handwritten prescriptions or verbal pronunciation of the drug name.  The 
studies employ healthcare professionals (pharmacists, physicians, and nurses), and 
attempts to simulate the prescription ordering process.  The primary Safety Evaluator 
uses the results to identify orthographic or phonetic vulnerability of the proposed name to 
be misinterpreted by healthcare practitioners.   

In order to evaluate the potential for misinterpretation of the proposed proprietary name 
in handwriting and verbal communication of the name, inpatient medication orders and/or 
outpatient prescriptions are written, each consisting of a combination of marketed and 
unapproved drug products, including the proposed name.  These orders are optically 
scanned and one prescription is delivered to a random sample of participating health 
professionals via e-mail.  In addition, a verbal prescription is recorded on voice mail.  
The voice mail messages are then sent to a random sample of the participating health 
professionals for their interpretations and review.  After receiving either the written or 
verbal prescription orders, the participants record their interpretations of the orders which 
are recorded electronically.

d. Comments from Other Review Disciplines: DMEPA requests the Office of New Drugs 
(OND) and/or Office of Generic Drugs (OGD), ONDQA or OBP for their comments or 
concerns with the proposed proprietary name, ask for any clinical issues that may impact 
the DMEPA review during the initial phase of the name review.  Additionally, when 
applicable, at the same time DMEPA requests concurrence/non-concurrence with 
OPDP’s decision on the name.  The primary Safety Evaluator addresses any comments or 
concerns in the safety evaluator’s assessment.

The OND/OGD Regulatory Division is contacted a second time following our analysis of 
the proposed proprietary name.  At this point, DMEPA conveys their decision to accept 
or reject the name.  The OND or OGD Regulatory Division is requested to provide any 
further information that might inform DMEPA’s final decision on the proposed name.  

Additionally, other review disciplines opinions such as ONDQA or OBP may be 
considered depending on the proposed proprietary name.

When provided, DMEPA considers external proprietary name studies conducted by or for 
the Applicant/Sponsor and incorporates the findings of these studies into the overall risk 
assessment.  
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The DMEPA primary reviewer assigned to evaluate the proposed proprietary name is responsible 
for considering the collective findings, and provides an overall risk assessment of the proposed 
proprietary name.  

Table 3. Highly Similar Name Pair Checklist (i.e., combined Orthographic and Phonetic 
score is ≥ 70%). 

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 render the names less likely to confusion, provided that the pair does not share a 
common strength or dose. 

Orthographic Checklist Phonetic Checklist

Y/N 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.

Y/N Do the names have different 
number of syllables?

Y/N 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. 

Y/N Do the names have different 
syllabic stresses?

Y/N 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?  

Y/N Do the syllables have different 
phonologic processes, such 
vowel reduction, assimilation, 
or deletion?

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

Y/N Across a range of dialects, are 
the names consistently 
pronounced differently?

Y/N Do the infixes of the name appear 
dissimilar when scripted?

Y/N Do the suffixes of the names appear 
dissimilar when scripted?
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Table 4: Moderately Similar Name Pair Checklist (i.e., combined score is ≥55% to ≤69%).

Step 1 Review the DOSAGE AND ADMINISTRATION and HOW 
SUPPLIED/STORAGE AND HANDLING sections of the prescribing 
information (or for OTC drugs refer to the Drug Facts label) to determine if 
strengths and doses of the name pair overlap or are very similar.  Different 
strengths and doses for products whose names are moderately similar may 
decrease the risk of confusion between the moderately similar name pairs.  Name 
pairs that have overlapping or similar strengths or doses have a higher potential 
for confusion and should be evaluated further (see Step 2).   Because the strength 
or dose could be used to express an order or prescription for a particular drug 
product, overlap in one or both of these components would be reason for further 
evaluation.   

For single strength products, also consider circumstances where the strength may 
not be expressed.

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:

• 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.

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

• 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.
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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 ≤54%).

Names with low similarity are generally acceptable unless there are data to suggest that 
the name might be vulnerable to confusion (e.g., prescription simulation study suggests 
that the name is likely to be misinterpreted as a marketed product).  In these instances, 
we 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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Appendix B: Prescription Simulation Samples and Results

Figure 1. Ziextenzo Study (Conducted on March 12, 2019)

Handwritten Medication Order/Prescription Verbal 
Prescription

Medication Order: 

Outpatient Prescription:

Ziextenzo 6 mg

Bring to oncology 
clinic

#1

FDA Prescription Simulation Responses (Aggregate Report)

 

300 People Received Study

81 People Responded

Study Name: Ziextenzo

Total 16 17 48  

INTERPRETATION OUTPATIENT VOICE INPATIENT TOTAL

AIEXZTENSO 0 0 1 1

XEXTENZO 0 1 0 1

Z EXTENZO 0 1 0 1

ZEE-EXTENZO 0 1 0 1

ZEEXTENZO 0 4 0 4

ZEXTENZO 0 3 0 3

Z-EXTENZO 0 2 0 2

ZICTENZO 0 0 1 1

ZIENTENZO 1 0 1 2
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ZIERTENZO 0 0 1 1

ZIEXSTENZO 0 0 0 0

ZIEXTENGO 7 0 0 7

ZIEXTENSO 0 1 0 1

ZIEXTENZO 8 0 40 48

ZUXTENZO 0 0 4 4

ZXENTENZO 0 1 0 1

ZXTENZO 0 1 0 1

ZYEXTENZO 0 2 0 2
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Appendix C: Highly Similar Names (e.g., combined POCA score is ≥70%)
No. Proposed name: Ziextenzo

Established name: “LA-EP 
2006"
Dosage form: Injection
Strength(s): 6 mg/0.6 mL

Usual Dose: 6 mg administered 
subcutaneously once per 
chemotherapy cycle.  Do not 
administer between 14 days 
before and 24 hours after 
administration of cytotoxic 
chemotherapy.

Dosing  in pediatric patients 
weighing less than 45 kg: 
• Less than 10 kg: 0.1 mg/kg 

subcutaneously once per 
chemotherapy cycle.

• 10 to 20 kg: 5 mg 
subcutaneously once per 
chemotherapy cycle.

• 21 to 30 kg: 2.5 mg 
subcutaneously once per 
chemotherapy cycle.

• 31 to 44 kg: 4 mg 
subcutaneously once per 
chemotherapy cycle.

POCA 
Score (%)

Orthographic and/or phonetic 
differences in the names sufficient to 
prevent confusion

Other prevention of failure mode 
expected to minimize the risk of 
confusion between these two names.

N/A

Appendix D: Moderately Similar Names (e.g., combined POCA score is ≥55% to ≤69%) with 
no overlap or numerical similarity in Strength and/or Dose
No. Name POCA 

Score (%)
1. Jatenzo*** 60

Appendix E: Moderately Similar Names (e.g., combined POCA score is ≥55% to ≤69%) with 
overlap or numerical similarity in Strength and/or Dose
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No. Proposed name: Ziextenzo
Established name: “LA-EP 
2006"
Dosage form: Injection
Strength(s): 6 mg/0.6 mL

Usual Dose: 6 mg administered 
subcutaneously once per 
chemotherapy cycle.  Do not 
administer between 14 days 
before and 24 hours after 
administration of cytotoxic 
chemotherapy.

Dosing  in pediatric patients 
weighing less than 45 kg: 
• Less than 10 kg: 0.1 mg/kg 

subcutaneously once per 
chemotherapy cycle.

• 10 to 20 kg: 1.5 mg 
subcutaneously once per 
chemotherapy cycle.

• 21 to 30 kg: 2.5 mg 
subcutaneously once per 
chemotherapy cycle.

• 31 to 44 kg: 4 mg 
subcutaneously once per 
chemotherapy cycle.

POCA 
Score (%)

Prevention of Failure Mode  

In the conditions outlined below, the 
following combination of factors, are 
expected to minimize the risk of 
confusion between these two names

1. Zotex Dmx 58 This name pair has sufficient 
orthographic and phonetic differences. 

2. Onexton 58 This name pair has sufficient 
orthographic and phonetic differences. 

3. Nexterone 57 This name pair has sufficient 
orthographic and phonetic differences. 

4. *** 55 This name pair has sufficient 
orthographic and phonetic differences. 
Proposed proprietary name for IND 

found unacceptable by OPDP 
(OSE# ) and no new 
names have been submitted.

Appendix F: Low Similarity Names (e.g., combined POCA score is ≤54%)

No. Name POCA 
Score (%)

1. Mintezol 52 
2. Zileuton 50 
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Appendix G: Names not likely to be confused or not used in usual practice settings for the 
reasons described.

No. Name POCA 
Score 
(%)

Failure preventions

1. Vital-Benz 58 This product is not a drug it is a veterinary product.
2. Oxybenzone 56 This product is not a drug it is chemical compound 

found in sunscreens, nail polish, fragrances, hair 
spray, and cosmetics.  

3. Dexcon PE 56 Name identified in RxNorm database. Product is 
deactivated and no generic equivalents are available.

4. Extendryl 56 Name identified in RxNorm database. Product is 
deactivated and no generic equivalents are available.

Appendix H: Names not likely to be confused due to absence of attributes that are known to 
cause name confusionF

k.
No. Name POCA 

Score (%)
1. Cefoxitin 59
2. Diet X-Strength 57
3. 3-Hexen-1-Ol, (3Z)- 56
4. Dexpanthenol 56
5. Ozenoxacin 56
6. Dexdomitor 55
7. Dupixent 55

k Shah, M, Merchant, L, Chan, I, and Taylor, K.  Characteristics That May Help in the Identification of Potentially 
Confusing Proprietary Drug Names. Therapeutic Innovation & Regulatory Science, September 2016
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PROPRIETARY NAME REVIEW

Division of Medication Error Prevention and Analysis (DMEPA) 
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: January 14, 2016

Application Type and Number: BLA  761045

Product Name and Strength: Ziextenzo (LA-EP 2006)*

Injection 6 mg/0.6 mL

Total Product Strength: 6 mg/0.6 mL 

Product Type: Single-Ingredient Product

Rx or OTC: Rx

Applicant/Sponsor Name: Sandoz, Inc.

Panorama #: 2015-1877835

DMEPA Primary Reviewer: Nicole Garrison, PharmD, BCPS

DMEPA Team Leader: Yelena Maslov, PharmD

* Ziextenzo has been developed as a proposed biosimilar to US-licensed Neulasta (pegfilgrastim).  Since 
the proper name for Ziextenzo has not yet been determined, LA-EP2006 is used throughout this review in 
place of the nonproprietary name for this product.
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1 INTRODUCTION

This review evaluates the proposed proprietary name, Ziextenzo, 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 Applicant previously submitted the proposed proprietary name, *** on 
September 9, 2015. However, the Division of Medication Error Prevention and Analysis 
(DMEPA) found the name, *** unacceptable because it contained a USAN 
stem.  We communicated our findings to the Sponsor via teleconference on October 1, 
2015.  The name, *** was later withdrawn by the Applicant.

Thus, the Applicant submitted the name, Ziextenzo, for review on October 29, 2015. 

1.2 PRODUCT INFORMATION

The following product information is provided in the August 12, 2015 proprietary name 
submission.

• Intended Pronunciation: Zee-ex-ten-zoh

• Active Ingredient: LA-EP 2006

• Indication of Use: To decrease the incidence of infection, as manifested by febrile 
neutropenia, in patients with non-myeloid malignancies receiving 
myelosuppressive anti-cancer drugs associated with a clinically significant 
incidence of febrile neutropenia.

• Route of Administration: Subcutaneous injection

• Dosage Form:  Injection

• Strength: 6 mg/0.6 mL

• Sponsor Provided Dose and Frequency:  The recommended dose of Ziextenzo 
is a single subcutaneous injection administered once per chemotherapy cycle in 
adults.  Do not administer Ziextenzo between 14 days before and 24 hours after 
administration of cytotoxic chemotherapy.  

• Anticipated Pediatric Dose and Frequency based on dosing for Neulasta: For 
pediatric patients weighing less than 10 kg, administer 0.1 mg/kg of Neulasta.  
For pediatric patients weighing 10 to 20 kg, administer 1.5 mg of Neulasta.  For 
pediatric patients weighing 21 to 30 kg and 31 to 44 kg, administer 2.5 mg and 
4mg respectively of Neulasta. 

• How Supplied:  Single-dose, preservative-free, prefilled syringe containing 6 
mg/0.6 mL
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• Storage: Store in the refrigerator at 36°F to 46°F (2°C to 8°C) in the original pack 
to protect from light.  Do not shake.  Do not freeze.  

• Container and Closure Systems: The product is available in a single-dose prefilled 
syringe, which contains 6 mg/0.6 mL

• Reference Listed Drug: Neulasta (pegfilgrastim)

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 concurred with the findings of 
OPDP’s assessment of the proposed name.  However, the Division of Hematology 
Products (DHP) did not concur with OPDP’s assessment. DHP expressed concerns the 
name Ziextenzo sounds similar to Zarxio, a product from the same Sponsor with similar 
indication.  

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, 
Ziextenzo 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
Sixty-three practitioners participated in DMEPA’s prescription studies.  The responses 
did not overlap with any currently marketed products.  Two responses sound or look 
similar to ***, which was previously submitted as the proposed proprietary 
name, but was later withdrawn.  Appendix B contains the results from the verbal and 
written prescription studies.  Fourty participants interpreted the name correctly as 
“Ziextenzo”. The remaining participants provided incorrect responses. The remaining 
misinterpretations from all responses occurred with the letter string ‘Ziex’ being 
misinterpreted for letter strings ‘viox’, ‘viya’, ‘xiox’, ‘xyax’, ‘xyoc’, ‘ziax’, ‘zien’, ‘ziox’ 

2USAN stem search conducted on September 17, 2015.
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and ‘zyox’. The letter string ‘Tenzo’ was also misinterpreted for ‘penzo’, ‘stenzo’, 
‘tendzo’, ‘stenso’, ‘tengo’, ‘tenso’, ‘tenyo’, ‘denso’, and ‘benzo’.

2.2.4 Comments from Other Review Disciplines at Initial Review
In response to the OSE, November 17, 2015 e-mail, the Division of Hematology Products 
(DHP) forwarded concerns relating to the proposed proprietary name at the initial phase 
of the review.   DHP expressed concerns the proposed proprietary name Ziextenzo, 
sounds similar to Zarxio, a product from the same Sponsor with a similar indication.  
Thus, we conducted a safety assessment of the potential confusion between Ziextenzo 
and Zarxio. 

Orthographically, both names differ in regards to length (6 letters vs. 9 letters) and shapes 
when scripted.  Additionally, the letter string ‘zie’ and ‘zar’ appear dissimilar when 
scripted.  Zarxio contains 3 syllables versus Ziextenzo contains 4 syllables.  The contrast 
in syllables between this name pair provides adequate differentiation when spoken.  Our 
assessment indicated there is low similarity between this name pair which is further 
attested by FDA’s Phonetic and Orthographic Computer Analysis (POCA), which 
calculates a combined score of 42%.

2.2.5 Phonetic and Orthographic Computer Analysis (POCA) Search Results 
Table 1 lists the number of names with the combined orthographic and phonetic score of 
≥50% retrieved from our POCA search3 organized as highly similar, moderately similar 
or low similarity for further evaluation. Table 1 also includes names identified from the 
FDA Prescription Simulation Study.

Table 1. POCA Search Results Number of 
Names

Highly similar name pair: 
combined match percentage score ≥70%

2

Moderately similar name pair: 
combined match percentage score ≥50% to ≤ 69%

37

Low similarity name pair: 
combined match percentage score ≤49%

0

2.2.6 Names with Potential Orthographic, Spelling, and Phonetic Similarities that 
overlap in strength 

The proposed product, Ziextenzo will be available in strength of 6 mg/0.6 mL. Since this 
is not a typical strength that is not commonly marketed strength, we searched the 
Electronic Drug Registration and Listing System (eDRLS) database to identify any 

3 POCA search conducted on November 27, 2015.
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names with potential orthographic, spelling, and phonetic similarities with Ziextenzo that 
were not identified in POCA, and found to have an overlap in strength with Ziextenzo.

2.2.7 Safety Analysis of Names with Potential Orthographic, Spelling, and Phonetic 
Similarities 

Our analysis of the 39 names contained in Table 1 determined 39 names will not pose a 
risk for confusion as described in Appendices C through H.   

2.2.8 Communication of DMEPA’s Analysis at Midpoint of Review
DMEPA communicated our findings to the Division of Division of Hematology Products 
(DHP) via e-mail on December 22, 2015.  At that time we also requested additional 
information or concerns that could inform our review.  Per e-mail correspondence from 
the DHP on January 4, 2016, they stated no additional concerns with the proposed 
proprietary name, Ziextenzo.

3 CONCLUSIONS 

The proposed proprietary name is acceptable. 

If you have any questions or need clarifications, please contact Sarah Harris, OSE project 
manager, at 301-240-4774. 

3.1 COMMENTS TO THE APPLICANT

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

If any of the proposed product characteristics as stated in your August 12, 2015 
submission are altered prior to approval of the marketing application, the name must be 
resubmitted for review.  

4

Table 1A.  eDRLS Search Results POCA score

No names of concern were identified N/A
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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.

3.  Electronic Drug Registration and Listing System (eDRLS) database 
The electronic Drug Registration and Listing System (eDRLS) was established to 
supports the FDA’s Center for Drug Evaluation and Research (CDER) goal to establish a 
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common Structured Product Labeling (SPL) repository for all facilities that manufacture 
regulated drugs.  The system is a reliable, up-to-date inventory of FDA-regulated, drugs 
and establishments that produce drugs and their associated information. 

APPENDICES

Appendix A

FDA’s Proprietary Name Risk Assessment evaluates proposed proprietary names for 
misbranding and safety concerns.  

1. Misbranding Assessment: For prescription drug products, OPDP assesses the 
name for misbranding concerns. .  For over-the-counter (OTC) drug products, the 
misbranding assessment of the proposed name is conducted by DNDP. OPDP or 
DNDP evaluates proposed proprietary names to determine if the name is false or 
misleading, such as by making misrepresentations with respect to safety or 
efficacy.  For example, a fanciful proprietary name may misbrand a product by 
suggesting that it has some unique effectiveness or composition when it does not 
(21 CFR 201.10(c) (3)).  OPDP or DNDP provides their opinion to DMEPA for 
consideration in the overall acceptability of the proposed proprietary name.  

2. Safety Assessment: The safety assessment is conducted by DMEPA, and 
includes the following:

a. Preliminary Assessment: We consider inclusion of USAN stems or other 
characteristics that when incorporated into a proprietary name may cause or 
contribute to medication errors (i.e., dosing interval, dosage form/route of 
administration, medical or product name abbreviations, names that include or 
suggest the composition of the drug product, etc.) See prescreening checklist 
below in Table 2*.  DMEPA defines a medication error as any preventable event 
that may cause or lead to inappropriate medication use or patient harm while the 
medication is in the control of the health care professional, patient, or consumer. 4

4 National Coordinating Council for Medication Error Reporting and Prevention.  
http://www nccmerp.org/aboutMedErrors.html.  Last accessed 10/11/2007.
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*Table 2- Prescreening Checklist for Proposed Proprietary Name

Answer the questions in the checklist below.  Affirmative answers 
to any of these questions indicate a potential area of concern that 

should be carefully evaluated as described in this guidance.

Y/N Is the proposed name obviously similar in spelling and pronunciation to other 
names?

Proprietary names should not be similar in spelling or pronunciation to proprietary 
names, established names, or ingredients of other products.  

Y/N Are there medical and/or coined abbreviations in the proprietary name?

Proprietary names should not incorporate medical abbreviations (e.g., QD, BID, or 
others commonly used for prescription communication) or coined abbreviations 
that have no established meaning.

Y/N Are there inert or inactive ingredients referenced in the proprietary name?

Proprietary names should not incorporate any reference to an inert or inactive 
ingredient in a way that might create an impression that the ingredient’s value is 
greater than its true functional role in the formulation (21 CFR 201.10(c)(4)).

Y/N Does the proprietary name include combinations of active ingredients? 

Proprietary names of fixed combination drug products should not include or 
suggest the name of one or more, but not all, of its active ingredients (see 21 CFR 
201.6(b)).

Y/N Is there a United States Adopted Name (USAN) stem in the proprietary name?

Proprietary names should not incorporate a USAN stem in the position that USAN 
designates for the stem.  

Y/N Is this proprietary name used for another product that does not share at least 
one common active ingredient?

Drug products that do not contain at least one common active ingredient should not 
use the same (root) proprietary name. 

Y/N Is this a proprietary name of a discontinued product?

Proprietary names should not use the proprietary name of a discontinued product if 
that discontinued drug product does not contain the same active ingredients.
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b. Phonetic and Orthographic Computer Analysis (POCA): Following the 
preliminary screening of the proposed proprietary name, DMEPA staff evaluates 
the proposed name against potentially similar names.  In order to identify names 
with potential similarity to the proposed proprietary name, DMEPA enters the 
proposed proprietary name in POCA and queries the name against the following 
drug reference databases, Drugs@fda, CernerRxNorm, and names in the review 
pipeline using a 50% threshold in POCA.  DMEPA reviews the combined 
orthographic and phonetic matches and group the names into one of the following 
three categories:
• Highly similar pair: combined match percentage score ≥70%.  
• Moderately similar pair: combined match percentage score ≥50% to ≤ 69%.
• Low similarity: combined match percentage score ≤49%.

Using the criteria outlined in the check list (Table 3-5) that corresponds to each of the 
three categories (highly similar pair, moderately similar pair, and low similarity), 
DMEPA evaluates the name pairs to determine the acceptability or non-acceptability 
of a proposed proprietary name. The intent of these checklists is to increase the 
transparency and predictability of the safety determination of whether a proposed 
name is vulnerable to confusion from a look-alike or sound-alike perspective.  Each 
bullet below corresponds to the name similarity category cross-references the 
respective table that addresses criteria that DMEPA uses to determine whether a name 
presents a safety concern from a look-alike or sound-alike perspective.
• For highly similar names, differences in product characteristics often cannot 

mitigate the risk of a medication error, including product differences such as 
strength and dose.  Thus, proposed proprietary names that have a combined score 
of ≥ 70 percent are at risk for a look-alike sound-alike confusion which is an area 
of concern (See Table 3).

• Moderately similar names with overlapping or similar strengths or doses represent 
an area for concern for FDA.  The dosage and strength information is often 
located in close proximity to the drug name itself on prescriptions and medication 
orders, and it can be an important factor that either increases or decreases the 
potential for confusion between similarly named drug pairs.  The ability of other 
product characteristics to mitigate confusion (e.g., route, frequency, dosage form, 
etc.) may be limited when the strength or dose overlaps.  We review such names 
further, to determine whether sufficient differences exist to prevent confusion.  
(See Table 4).

• Names with low similarity that have no overlap or similarity in strength and dose 
are generally acceptable (See Table 5) unless there are data to suggest that the 
name might be vulnerable to confusion (e.g., prescription simulation study 
suggests that the name is likely to be misinterpreted as a marketed product).  In 
these instances, we would reassign a low similarity name to the moderate 
similarity category and review according to the moderately similar name pair 
checklist.  

c. FDA Prescription Simulation Studies: DMEPA staff also conducts a prescription 
simulation studies using FDA health care professionals.  
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Three separate studies are conducted within the Centers of the FDA for the 
proposed proprietary name to determine the degree of confusion of the proposed 
proprietary name with marketed U.S. drug names (proprietary and established) 
due to similarity in visual appearance with handwritten prescriptions or verbal 
pronunciation of the drug name.  The studies employ healthcare professionals 
(pharmacists, physicians, and nurses), and attempts to simulate the prescription 
ordering process.  The primary Safety Evaluator uses the results to identify 
orthographic or phonetic vulnerability of the proposed name to be misinterpreted 
by healthcare practitioners.   

In order to evaluate the potential for misinterpretation of the proposed proprietary 
name in handwriting and verbal communication of the name, inpatient medication 
orders and/or outpatient prescriptions are written, each consisting of a 
combination of marketed and unapproved drug products, including the proposed 
name.  These orders are optically scanned and one prescription is delivered to a 
random sample of participating health professionals via e-mail.  In addition, a 
verbal prescription is recorded on voice mail.  The voice mail messages are then 
sent to a random sample of the participating health professionals for their 
interpretations and review.  After receiving either the written or verbal 
prescription orders, the participants record their interpretations of the orders 
which are recorded electronically.

d. Comments from Other Review Disciplines: DMEPA requests the Office of New 
Drugs (OND) and/or Office of Generic Drugs (OGD), ONDQA or OBP for their 
comments or concerns with the proposed proprietary name, ask for any clinical 
issues that may impact the DMEPA review during the initial phase of the name 
review.  Additionally, when applicable, at the same time DMEPA requests 
concurrence/non-concurrence with OPDP’s decision on the name.  The primary 
Safety Evaluator addresses any comments or concerns in the safety evaluator’s 
assessment. 
The OND/OGD Regulatory Division is contacted a second time following our 
analysis of the proposed proprietary name.  At this point, DMEPA conveys their 
decision to accept or reject the name.  The OND or OGD Regulatory Division is 
requested to provide any further information that might inform DMEPA’s final 
decision on the proposed name.  

Additionally, other review disciplines opinions such as ONDQA or OBP may be 
considered depending on the proposed proprietary name.

When provided, DMEPA considers external proprietary name studies conducted 
by or for the Applicant/Sponsor and incorporates the findings of these studies into 
the overall risk assessment.  

The DMEPA primary reviewer assigned to evaluate the proposed proprietary name is 
responsible for considering the collective findings, and provides an overall risk 
assessment of the proposed proprietary name.  
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Table 3. Highly Similar Name Pair Checklist (i.e., combined Orthographic and 
Phonetic score is ≥ 70%). 

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 render the names less likely to confusion, provided that the pair does not share a 
common strength or dose. 

Orthographic Checklist Phonetic Checklist

Y/N 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.

Y/N Do the names have different 
number of syllables?

Y/N 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. 

Y/N Do the names have different 
syllabic stresses?

Y/N 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?  

Y/N Do the syllables have different 
phonologic processes, such 
vowel reduction, assimilation, 
or deletion?

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

Y/N Across a range of dialects, are 
the names consistently 
pronounced differently?

Y/N Do the infixes of the name appear 
dissimilar when scripted?

Y/N Do the suffixes of the names appear 
dissimilar when scripted?
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Table 4: Moderately Similar Name Pair Checklist (i.e., combined score is ≥50% to 
≤69%).

Step 1 Review the DOSAGE AND ADMINISTRATION and HOW 
SUPPLIED/STORAGE AND HANDLING sections of the prescribing 
information (or for OTC drugs refer to the Drug Facts label) to determine if 
strengths and doses of the name pair overlap or are very similar.  Different 
strengths and doses for products whose names are moderately similar may 
decrease the risk of confusion between the moderately similar name pairs.  Name 
pairs that have overlapping or similar strengths or doses have a higher potential 
for confusion and should be evaluated further (see Step 2).   Because the strength 
or dose could be used to express an order or prescription for a particular drug 
product, overlap in one or both of these components would be reason for further 
evaluation.   

For single strength products, also consider circumstances where the strength may 
not be expressed.

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:

• 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.

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

• 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.
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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?
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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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Appendix B: Prescription Simulation Samples and Results

Figure 1.  Ziextenzo Study (Conducted on November 16, 2015)

Handwritten Requisition Medication Order Verbal Prescription

Medication Order: 

Outpatient Prescription:

Ziextenzo 6 mg

Bring to clinic

Dispense# 1

FDA Prescription Simulation Responses (Aggregate 1 Rx Studies Report)

 

242 People Received Study

63 People Responded

Study Name: Ziextenzo

Total 23 19 21  

INTERPRETATION OUTPATIENT VOICE INPATIENT TOTAL

VIOXPENZO 0 1 0 1

VIYASTENZO 0 1 0 1

XIOXTENDZO 0 1 0 1

XYAXTENZO 0 1 0 1

XYOCSTENZO 0 1 0 1

ZIAXSTENSO 0 1 0 1

ZIAXTENZO 0 1 0 1

ZIENTENZO 0 0 1 1

ZIEXTENGO 1 0 0 1
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ZIEXTENSO 0 0 1 1

ZIEXTENYO 1 0 0 1

ZIEXTENZO 21 0 19 40

ZIOX DENSO 0 1 0 1

ZIOXBENZO 0 1 0 1

ZIOXTENZO 0 6 0 6

ZYOXDENZO 0 1 0 1

ZYOXSTENZO 0 1 0 1

ZYOXTENZO 0 2 0 2
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Appendix C: Highly Similar Names (e.g., combined POCA score is ≥70%)

No. Proposed name: Ziextenzo

Established name: Pegfligrastim

Dosage form: Solution for 
injection

Strength(s): 6 mg/0.6 mL

Usual Dose: 6 mg administered 
subcutaneously once per 
chemotherapy cycle.  Do not 
administer between 14 days before 
and 24 hours after administration 
of cytotoxic chemotherapy.

Anticipated Dosing  in 
pediatrics based on Neulasta 
dosing: 
• Less than 10 kg, 0.1 mg/kg 

subcutaneously once per 
chemotherapy cycle.

• 10 to 20 kg, 1.5 mg 
subcutaneously once per 
chemotherapy cycle.

• 21 to 30 kg, 2.5 mg 
subcutaneously once per 
chemotherapy cycle.

• 31 to 44 kg, 4 mg 
subcutaneously once per 
chemotherapy cycle.

POCA 
Score (%)

Orthographic and/or phonetic differences in the 
names sufficient to prevent confusion

Other prevention of failure mode expected to 
minimize the risk of confusion between these two 
names.
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No. Proposed name: Ziextenzo

Established name: Pegfligrastim

Dosage form: Solution for 
injection

Strength(s): 6 mg/0.6 mL

Usual Dose: 6 mg administered 
subcutaneously once per 
chemotherapy cycle.  Do not 
administer between 14 days before 
and 24 hours after administration 
of cytotoxic chemotherapy.

Anticipated Dosing  in 
pediatrics based on Neulasta 
dosing: 
• Less than 10 kg, 0.1 mg/kg 

subcutaneously once per 
chemotherapy cycle.

• 10 to 20 kg, 1.5 mg 
subcutaneously once per 
chemotherapy cycle.

• 21 to 30 kg, 2.5 mg 
subcutaneously once per 
chemotherapy cycle.

• 31 to 44 kg, 4 mg 
subcutaneously once per 
chemotherapy cycle.

POCA 
Score (%)

Orthographic and/or phonetic differences in the 
names sufficient to prevent confusion

Other prevention of failure mode expected to 
minimize the risk of confusion between these two 
names.

1. DEXTENZA*** 73, 

Phonetic -83

The prefixes of the names start with different letters 
and Ziextenzo contains an extra letter ‘i’ after the first 
letter Z lengthening the prefix when scripted. The 
beginning of the names “Zi’ vs “D” do not appear 
similar when scripted or on CPOE. 

Dextenza has 3 syllables and Ziextenzo has 4 syllables. 
The first syllables of the name do not sound similar 
(‘De’ vs ‘Zie’).

There are different settings of use between the two 
products. Dextenza is a topical ophthalmic insert 
intended to provide sustained delivery of 
Dexamethasone following ophthalmic surgery.  Thus, 
Dextenza is a punctum plug which will not be 
dispensed in the pharmacy; it will only be available in 
optometrist or ophthalmologist offices vs Ziextenzo is 
injection given subcutaneously once per chemotherapy 
cycle that may be available at the variety of pharmacy 
settings, but not in ophthalmologist office.  

Based on the different setting of use and the 
orthographic and phonetic differences, we believe the 
risk of confusion between these two names may be 
reduced in this instance.
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No. Proposed name: Ziextenzo

Established name: Pegfligrastim

Dosage form: Solution for 
injection

Strength(s): 6 mg/0.6 mL

Usual Dose: 6 mg administered 
subcutaneously once per 
chemotherapy cycle.  Do not 
administer between 14 days before 
and 24 hours after administration 
of cytotoxic chemotherapy.

Anticipated Dosing  in 
pediatrics based on Neulasta 
dosing: 
• Less than 10 kg, 0.1 mg/kg 

subcutaneously once per 
chemotherapy cycle.

• 10 to 20 kg, 1.5 mg 
subcutaneously once per 
chemotherapy cycle.

• 21 to 30 kg, 2.5 mg 
subcutaneously once per 
chemotherapy cycle.

• 31 to 44 kg, 4 mg 
subcutaneously once per 
chemotherapy cycle.

POCA 
Score (%)

Orthographic and/or phonetic differences in the 
names sufficient to prevent confusion

Other prevention of failure mode expected to 
minimize the risk of confusion between these two 
names.

2. ZIEXTENZO*** 100 The subject of this review

3. *** 96,

Phonetic 96, 
Orthographi
c -95

Proposed proprietary name was withdrawn by the 
applicant.  The sponsor submitted a new name, 
Ziextenzo, which is the subject of this review.

18Reference ID: 3873924

(b) (4)



Appendix D: Moderately Similar Names (e.g., combined POCA score is ≥50% to ≤69%) 
with no overlap or numerical similarity in Strength and/or Dose

No. Name POCA 
Score (%)

1. DEXTRAN 40 52

2. DEXTRAN 75 52

3. DEXTRAN 52

4. EXTINA 53

5. SIVEXTRO 56

6. ZEROXIN 52

7. ZILACTIN*** 57

8. ZILACTIN B 60

9. ZIOPTAN 52
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Appendix E: Moderately Similar Names (e.g., combined POCA score is ≥50% to ≤69%) 
with overlap or numerical similarity in Strength and/or Dose

No. Proposed name: Ziextenzo

Established name: 
Pegfligrastim

Dosage form: Solution for 
injection

Strength(s): 6 mg/0.6 mL

Usual Dose: 6 mg 
administered subcutaneously 
once per chemotherapy cycle.  
Do not administer between 14 
days before and 24 hours after 
administration of cytotoxic 
chemotherapy.

POCA 
Score (%)

Prevention of Failure Mode  

In the conditions outlined below, the following 
combination of factors, are expected to minimize the 
risk of confusion between these two names

1. HEXTEND 60 The prefixes and suffixes of this name pair have 
sufficient orthographic differences. 

Hextend has 2 syllables and Ziextenzo has 4 syllables.

2. ZILACTIN-L 60 The infixes and suffixes of this name pair have 
sufficient orthographic differences.

The second and fourth syllables of this name pair sound 
different.

Appendix F: Low Similarity Names (e.g., combined POCA score is ≤49%)

No. Name POCA 
Score (%)

1. N/A

Appendix G: Names not likely to be confused or not used in usual practice settings for 
the reasons described.

No. Name POCA 
Score (%)

Failure  preventions
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No. Name POCA 
Score (%)

Failure  preventions

1. DEXAPHEN SA Combined 
56

Phonetic 71

This name was identified in 
RX Norm. However, we 
were unable to find 
complete products 
characteristics in commonly 
used databases.  The brand 
name is listed as deactivated 
per Redbook. 

2. *** Combined 
56

Phonetic 72

The proposed proprietary 
name was withdrawn by the 
Applicant (OSE# 

).  The Applicant 
submitted a new name, 
Bydureon Bcise***, which 
DMEPA found acceptable 
from a safety and 
promotional perspective 
(OSE# 2015-1272889).

3. DEXTRAN 1 52 This name was identified in 
RX Norm. However, we 
were unable to find 
complete products 
characteristics in commonly 
used databases.  The brand 
name, Promit is listed as 
deactivated per Redbook. 

4. DEXTRATES 50 This product is not a drug.  
It is a tablet binder and 
diluent, composed of a 
mixture of sugar resulting 
from the controlled 
enzymatic hydrolysis of 
starch.
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No. Name POCA 
Score (%)

Failure  preventions

5. DEXTRAN 110 52 This name was identified in 
RX Norm. However, we 
were unable to find 
complete products 
characteristics in commonly 
used databases. This 
product was identified in 
google as an excipient for 
final formulation, drug 
product, for medical 
devices, for production of 
solutions for injection and 
infusion.

6. EXTEROL 51 This product is an 
international drug in UK.

7. DEXTRAN 70 52 This name was identified in 
RX Norm. However, we 
were unable to find 
complete products 
characteristics in commonly 
used databases.  The brand 
name is listed as deactivated 
per Redbook. 

8. DEXTRAN HM 50 This name was identified in 
RX Norm. However, we 
were unable to find 
complete products 
characteristics in commonly 
used databases. 

9. DEXTRAVEN-110 50 This name was identified in 
RX Norm. However, we 
were unable to find 
complete products 
characteristics in commonly 
used databases. 

10. DIOXYBENZONE 56 This product is not a drug.  
It is an organic compound 
used in sunscreen to block 
UVB and short-wave UVA 
rays,
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No. Name POCA 
Score (%)

Failure  preventions

11. *** 54 The proposed proprietary 
name was found 
unacceptable by DMEPA 
(OSE# ).  A 
secondary name was 
submitted, ***, 
which was later withdrawn 
by the Applicant (OSE# 

).  The NDA 
(206089) received a 
complete response on 
11/3/14.

12. *** 58 The proposed proprietary 
name was not reviewed by 
DMEPA.  DMEPA 
previously found the name, 

*** unacceptable 
(OSE# ).  A 
secondary name was 
submitted, ***, 
which was later withdrawn 
by the Applicant (OSE# 

).  The NDA 
(206089) received a 
complete response on 
11/3/14.

13. ZOTEX PE 50 This name was identified in 
RX Norm. The brand name 
of this product is 
discontinued per Red Book 
with no generic equivalents 
available.

14. ZEAXANTHIN 52 This product is not a drug.  
It is a nutrient found in 
nature as colorants or 
pigments.  It is also found in 
vegetables such as kale, 
fruits, and corn,

23Reference ID: 3873924

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)



No. Name POCA 
Score (%)

Failure  preventions

15. *** 50 Proposed proprietary name 
found unacceptable by 
DMEPA (OSE# 

).  The sponsor 
submitted a new name, 

***, which 
DMEPA found acceptable 
from a safety and 
promotional perspective 
(OSE# ).

16. ZIMECTERIN 53 This product is for 
veterinary use only to 
eliminate equine parasites.

17. ZYPREXA 
***

51 This proposed name, 
Zyprexa *** was 
withdrawn on October 27, 
2008.  This NDA, 22173 
was approved under the 
proprietary name, Zyprexa 
Relprevv.

Appendix H: Names not likely to be confused due to notable spelling, orthographic and 
phonetic differences.

No. Name POCA 
Score (%)

1. *** 61
2. RESTANDOL 52
3. TRIACTIN 50
4. *** 50
5. DEXPHEN M 52
6. NEXPHEN PD 50
7. TRIACTIN DM 52
8. TRIESENCE 50
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Appendix I: Names identified in the eDRLS database not likely to be confused due to 
notable spelling, orthographic and phonetic differences.

No. Name

Manefit Bling Bling Whitening 
Platinum Hydrogel Mask

BK Cell 5DAYS OF SECRET 
MYSTIC CLEANSING

Dr Cellinme Mask Sheet

COTTON HAIR REMOVAL

E-Z-Paste

E-Z-PAQUE

Nitroglycerin

Clean Force

Nitroglycerin Transdermal System

Nitroglycerin Transdermal System

Nitrostat

NITROGLYCERIN

FUL-GLO

EpiCare Antimicrobial Lotion 
Soap

Elestrin

Elestrin

AcneWorx

DG Body

Dial Gold Bar

Colcrys

Colcrys

Colcrys

Colcrys

Colcrys

SunDrops 75

Instant Hand Sanitizer

antimicrobial hand wipe
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No. Name

Instant Hand Sanitizer

MARK. BLEMISH BANISHER

REBIRTH HAIR

Instant Hand Sanitizer

PROVON Perineal Skin Protectant 
with 60% Petrolatum

Medicated Heat

FOAMING ANTIBACTERIAL

Hill Country Essentials

Hill Country Essentials

TopCare

ANTIBACTERIAL FOAMING

Harris Teeter

Harris Teeter

Rite Aid

MEIJER

Nitroglycerin Transdermal 
Delivery System

IDOLE CARROT

PRECIOUS BEAUTY SKIN 
LIGHTENING

Idole Natural Organic Skin 
Lightening

Movate Lemon

Servo-Stat P

Topiclear Carrot

ANTIBACTERIAL FOAMING 
HAND SP

Idole Skin Lightening

ANTIBACTERIAL FOAMING 
HAND SP CHERRY AND 
ALMOND
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No. Name

ANTIBACTERIAL FOAMING 
HAND SP LEMONGRASS

ANTIBACTERIAL FOAMING

ANTIBACTERIAL FOAMING 
HAND SP CUCUMBER AND 
MELON

ANTIBACTERIAL FOAMING

HOT MOVATE

Yves Saint Laurent

ANTIBACTERIAL

Antibacterial Foaming

Colcrys

ANTIBACTERIAL FOAMING

ANTIBACTERIAL FOAMING

ANTIBACTERIAL FOAMING

ANTIBACTERIAL FOAMING

Foaming Antibacterial

ANTIBACTERIAL FOAMING

ANTIBACTERIAL FOAMING

TOPCO

ANTIBACTERIAL FOAMING

ANTIBACTERIAL FOAMING

Topiclear Paris

NATURALTECH PURIFYING 
ANTI-DANDRUFF

BERRY BABY LIP BALM RED 
BERRY

Dollar General Gold

Medi-Clean Antiseptic Hand 
Cleaner

clear days ahead

SUBSYS
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No. Name

clearskin

Simply Firm Eye - Non-Surgical 
Face Lift

The Fresh Market Medicated Lip 
Balm Soothing With Menthol 
Eucalyptus Oil And Clove

SUBSYS

Signifor

RITE AID CAPSICUM HOT

Colcrys

B.S.C AMPUL

ORIGINAL POWER 
REFIRMING AMPOULE

Colcrys

Walgreens Capsaicin Hot

NANOMIX NANO CLEAN

Meijer Medicated Heat

AHC Revitalizing Special Gen 
Cream

AHC Whitening Special Gen 
Cream

A.H.C. C-SERUM

AHC Vital C Complex Mask

GloStrips

AHC Phyto Complex Gel 
Ampoule

By Pharmicell Lab Moisturizing 
Face Toning Mist

By Pharmicell Lab Luxury Cell 
Performance Eye

Timeless EGF Power Eye

Capsaicin

SEUK
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No. Name

REVERDIR PTD REACTING

askinDr MOIST MOISTURE

MANCORE MUSCLE MEND 
ROLL-ON PAIN RELIEVER

Luxury Cell Performance Eye

MITIGARE

Colchicine

RUBY CELL 4U OATMEAL 
SCRUB PURE

Colchicine

SNAIL EYE
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