3 RESULTS
3.1 PROPRIETARY NAME RISK ASSESSMENT

3.1.1 Database and Information Sources
Our search identified a total of thirty-nine (39) names as having some similarity to the name, Cetraxal.

Twenty-four (24) of the thirty-nine (39) names were thougixt 10 look like Cetraxal which include: Cetrix,
Carticel, cefadroxil, calcitrol, carteolol, Ciloxan, Cartil, calcitriol, Calderol, Anturol®**, Certriad ***,
cetrotide, Citanest, and .—— ***. Four (4) names (tetrachel, citrical, Cipro XR, Ketaxol) were thought
to sound like Cetraxal and eight (8) names (Cetrasol, citrucal, Centrax, Cetraxate, Cetrixal, Cetraxal Plus,
Cetraxal Otico and Cetraxal) were thought to look and sound similar to Cetraxal. Three (3) names
(Citracal, Citrucel and Trexall) were previously identified (OSE# 05-0132 dated July 7, 2005) as names
which were similar to Cetraxal and these names were again identified for this review. One exception is
- that although Trexall was thought to sound similar to Cetraxal in our previous review, this name was felt
to look and sound similar to Cetraxal in this evalustion.

The Division of Medication Error Prevention and Analysis did not identify any USAN stems in the name
Cetraxal as of February 18, 2009.

RL2 CDER Expers Pavel Discussion

The Expert Panel reviewed the pool of names identified by DMEPA staff (see section 3.1.1. above), and
noted no additional names thougit to have orthographic similarity to Cotraxal and have the potential for
DDMAC had no concerns regarding the proposed name from a promotional perspective, and did not offer
any additional comments relating to the proposed name.

RL3 FDA Prescripiion Analysis Siudies

A total of 28 practitioners responded, but none of the responses overiapped with any existing or proposed
drug names. wnwa&m(ﬂz)mmmmaw with
correct interpretations occurring Mmmmmmm-ammmsa
hhwmmymwum See B for the complete listing
interpretations from the verbal and written prescription

XLt AERS Selection of Cases
mm&mummqm-«nwmmsd
February 20, 2009,

RLS Sufaty Evelnator Rixk Assessment
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similar to Cetraxal and represent a potential source of drug name confusion. The names are: Acthrel,
Actonel, and Colszal. Thus, a total of forty-two names were analyzed to determine if the drug names
could be confused with Cetraxal and if the drug name confusion would likely result in 3 medication error.

Nineteen of the forty-twe names lacked orthographic and/or phonetic similarity to Cetraxal, and were not
evaluated further (Appendix C).
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Failure mode and effect analysis (FMEA) was then applied to determine if the proposed name could
potentially bs confused with any of the remaining twenty-three (23) names and lead to medication errors.
to result in medication errors with any of the twenty-three names identified for the reasons presented in
Appendices D though J.

4 DISCUSSION

Forty-twe names were cvaluated for their potential similarity to the proposed name, Cetraxal. The FMEA

indicates that the proposed name is not liksly to result in name confusion that could lead to medication
errors.

5 CONCLUSIONS AND RECOMMENDATIONS

vuinerable to name confusion that could lead to medication errors. Thus, the Division of Medication
Error Prevention and Analysis (DMEPA) has no objection to the proprietary name, Cetraxal, for this
product at this time. Additionally, DDMAC does not object to the proposed name, Cetraxal, from a
promotional perspective. However, if any of the proposed product characteristics as stated in this review
are altered prior to approval of the product, DMEPA rescinds this Risk Assessment finding and the name
must be resubmitted for review. In the event that our Risk Assessment finding is rescinded; the evaluation
of the name on resubmission is independent of the previous Risk Assessment, and as such; the
conclusions on re-review of the name are subject to change. Additionally, if the product approval is
delayed beyond 90 days from the date of this review, the proposed name must be resubmitted for
evaluation.

51 COMMENTS TO THE DIVISION
We would appreciate feedback on the final outcome of this review. We would be willing to meet with the
Diviston for further discussion, if needed. Hmethmmmofmmmuﬂ

Analysis on any correspondence to the Applicant pertsining to this review. If you have further
or need clerifications, pleass contact Mariene Hamumer, OSEijeaMtnw at 301-796-0757.

52 COMMENTS TO THE APPLICANT
We have completed our review of the proposed proprietary name, Cetraxal, and have concluded that it is
acceptable.

If suy of the proposed product characteristics are sitered prior to approval of the marketing application or
fummsmwmmmuuﬁmm,mmmm
be resubmitted for evaluation.
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1 OSE Review# 05-0132 Proprietary Name Review for Cetraxal (Ciprofioxacin Otic
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2 Adverse Events Reporting System (AERS)

AERS is a datsbase application in CDER FDA that contsins adverse event reports for approved drugs and
therapeutic biologics. These reports are submitted to the FDA mostly from the manufactures that have
approved products in the U.S. The main utility of a spontaneous reporting system that captures reports
MMMMMMWMaAE&S,umM‘fmem
issues. There are inherent limitations to the voluntary or spontancous reporting system, such as
underreporting and duplicate reporting; for any given report, there is no certainty that the reported suspect
product(s) caused the reported adverse event(s); and raw counts from AERS cannot be used to calculate
incidence rates or estimates of drug risk for a particular product or used for comparing risk between
products.

2 Microwedex Integrated Index fitip://weblern .
mtmofmmm mmeohuum. "

4 Phowetic and Ovthegraphic Computer Analysis (POCY)

As part of the name similarity assessment, proposed names are evaluated via a phonstic/orthographic
algorithm. The proposed proprietary name is converted into its phonemic representation before it runs

through the phonetic algorithm. Likewise, an orthographic algorithm exists which operates in a similar
fashion. This is a database which was created fer DMETS, FDA.
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' AMF Decision Suppory System [DSS] :
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letiers, reviews, and other information are available for drug products approved fiom 1998 (o the present.
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2 Mm m anl‘ﬂd Ovange Book

Cmammyqbfaﬂsnwnemdmpmﬁmedmplmmmmmm
investigational, less common, combination, nutraceutical and nutritional products. Provides a keyword
search engine.

/4 MM&M & Thomsow’s SAEGCIS™ Mcm Wd
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tradenames that are used in about 50 countries worldwide. The data is provided under licease by IMS
HEALTH.

Maﬂnw‘mm

mwmmwwm Includes tables and references. Among the
datebase titles are: Handbook of Adverse Drug Interactions, Rudolphs Pediatrics, Basic Clinical
Pharmacology and Dictionary of Medical Acronyms Abbreviations.
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76  Rod Book Pharmacy’s Fundaweniel Refivence
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18  Madical Abdreviations Boat
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APPENDICES

Anpeadiz A;

The medication error staff considers the spelling of the name, pronunciation of the name when
spoken, and appearance of the name when scriptsd.  DMEPA also compare the spelling of the
proposed proprietary name with the proprietary and established name of existing and proposed
drug products because similarty speliod names may have greater likelihood to sound similar to
one another when spoken or look similar to one another when scripted. The medication error
staff also examines the orthographic appearance of the proposed name using a number of
different handwriting samples. Handwritten communieation of drug names has a long-standing
_associstion with drug name confusion. Handwriting can cause similarly amd/dissimilarly spelled
drug name pairs to appear very similar to one another and the similar appearance of drug names
when scripted has lead to medication esrors. The medication error staff apply their expertise
gained from root-cause analysis of such madication errors to identify sources of ambiguity within
the name thet could be introduced whes scripting (i.e. “T™ may look like “F,” lower case ‘2’ looks
like a lower case ‘v, az).mmmwmmmmmw
appearance of the drug name when scripted (see detail in Table 1 below). Additionally, since
verbal communication of medication names is common in clinicsl settings, the Medication Error
Staff compare the pronunciation of the proposed proprietary name with the pronunciation of other
drug names. If provided, DMEPA will consider the Sponsor’s intended pronunciation of the
proprietary name. However, because the Sponsor has little control over how the name will be
mhhMaMPAMmﬂmamﬁyofmmmﬂmMmmm

Similar spelling | Mdontical prefix -mmmmﬂnm

. print or electronic media and
hieatial infix lead to deug name confusion
Identical suffix in printed or electronic

Overlapping product | * Names may faak simile

characteristics when scripted and lead to
Look-alike drug name conflsion in
similarity ‘ mmmuu
Eangihod ¥ s drug nene confusion in
Downstrokes
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by scripting letters

Phonetic similari

Identical prefix
Identical infix

Number of syliables

Placement of vowel

Placement of
consonant sounds
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Name which is the subject of this review and the proprictary name for

Cipeoflexacin (oral and otic dosage forms) in the following coundries: Canads, Mexico, Ireland,

-
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15




ApnendixE: Names not found in commonly referenced datsbases.

Proprietary Name sum-ny to Caxtraxal

Anneadix F: Proprictary names used only in Foreign Countries

Catrazil Look ' Ialy (discontinued or no longer actively marksted per
Micromedex datsbase)

Cetraxal Pls | Look and Sound Spain, Central Americs, South Kores, Guinea and
(ciprofloxacin Dominican Republic
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