determine if the drug names could be confused with Effient and if the drug name confusion would likely
result in a medication error.
Six names lacked orthographic and/or phonetic similarity and were not evaluated further (see Appendix
B).
Failure mode and effects analysis (FMEA) was then applied to determine if the proposed name, Effient,
cOlild potentially be confused with any of the eighteen remaining names and lead to medication errors.
This analysis determined that the name similarity between Effient and the identified names was unlikely
to result in medication errors with any of the eighteen products identified for the reasons presented in
Appendices C through 1.
4
4.1

DISCUSSION
PROPRIETARY NAME RISK ASSESSMENT

Twenty-four names were evaluated for their potential similarity to the proposed name, Effient. The
FMEA indicates that the proposed name is not likely to result in name confusion that could lead to
medication errors.
5

CONCLUSIONS AND RECOMMENDATIONS

The Proprietary Name Risk Assessment findings indicate that the proposed name, Effient, is not
vulnerable 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, Effient, for this product at
this time. Additionally, DDMAC does not object to the proposed name, Effient, 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 In the event that our Risk Assessment finding is rescinded, the evaluation of the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 onresubmission is independent of the previous Risk Assessment, and as such, the conclusions on
re-review ofthe name are subject to change. If the approval ofthis application is delayed beyond 90 days
from the signature date of this review, the proposed name must be resubmitted for evaluation.
5.1

COMMENTS TO THE DIVISION

We would appreciate feedback on the final outcome of this revi~w. We are willing to meet with the
Division for further discussion, if needed. Please copy DMEPA on any communication to the Applicant
with regard to this review. If you have further questions or need clarifications, please contact Sean
Bradley, project manager, at 301-796-1332.
5.2

COMMENTS TO THE ApPLICANT

5.2.1 Proprietary Name
We have completed our review of the proposed proprietary name, Effient, and have concluded that it is
acceptable.
Effient will be re-reviewed 90 days prior to the approval of the NDA. Ifwe find the name unacceptable
following the re-review, we will notify you.
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APPENDICES

Appendix A:
The Medication Error Staff consider the spelling of the name, pronunciation of the name when
spoken, and appearance of the name when scripted. We also compare the spelling of the
proposed proprietary name with the proprietary and established name of existing and proposed
drug products because similarly spelled 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 examine the orthographic appearance of the proposed name using a number of different
handwriting samples. Handwritten communication of drug names has a long-standing association
with drug name confusion. Handwriting can cause similarly and 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 errors. The Medication Error Staff apply their expertise gained
from root-cause analysis of such medication errors to identify sources of ambiguity within the
name that could be introduced when scripting (e;g.,"T" may look like ''F,'' lower case 'a' looks
like a lower case 'u,' etc), along with other orthographic attributes that determine the overall
appearance of the drug name when scripted (see detail in Table 1 below). Additionally, since
verbal communication of medication names is common in clinical settings, the Medication Error
Staff compare the pronunciation of the proposed proprietary name with the pronunciation of other
drug names. If provided, we will consider the Sponsor:s intended pronunciation of the
proprietary name. However, because the Sponsor has little control over how the name will be
spoken in practice, we also consider a variety of pronunciations that could occur in the English
language.

Table 1. Criteria used to identify drug names that look- or sound-similar to a proposed proprietary name

Considerations when searching the data1)ases .
Type of
similarity

Potential causes of
drug name similarity

Attributes examined to
identify similar drug
names

Similar spelling

Identical prefIx
Identical infIx
.Identical suffIX
Length ofthe name

Look-alike

Orthographic
similarity

Potential Effects

e Names may appear similar in
print or electronic media and .
lead to drug name confusion
in printed or electronic
communication

Overlapping product
characteristics

eNames may look similar
when scripted and lead to
drug name confusion in
written communication

Similar spelling

e Names may look similar
when scripted, and lead to
drug name confusion in
written communication

Length of the name
Upstokes
Downstrokes
Cross-stokes
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Dotted letters
Ambiguity introduced
by scripting letters
,Overlapping product
characteristics
Sound-alike

Phonetic similarity

Identical prefIx

• Names may sound similar
when pronounced and lead
to drug name confusion in
verbal communication

Identical infIx
Identical suffIx
Number of syllables
Stresses
Placement of vowel
sounds
Placement of
consonant sounds
Overlapping product
characteristics

EfIdac 24 (chlorpheniramine
maleate)

Look

None

EfIdac 24 (pseudoephedrine
hydrochloridelbrompheniramine
maleate)

Look

None
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