
A question that might arise is, “Why not
just print the name of the active ingredient on
the package label?” Anton et al. (73) provides
the answer that, “[t]he use of brand names
serves to distinguish products with the same
active ingredient but different formulation or
indication.”

Medication errors can arise because of confu-
sion caused by the brand name, or from the
packaging. FDA recognizes that, “medication
errors are a significant public health concern
that accounts for an estimated 7000 deaths
annually in the United States” (74). Confusion
can arise during prescribing, administration,
and monitoring recovery of a patient. According
to FDA’s Guidance for Industry, “FDA consid-
ers the potential for confusion throughout the
entire U.S. medication-use system, including
product procurement, prescribing and ordering,
dispensing, administration, and monitoring the
effects of the medication” (75).

Gershman and Fass (76) point out that con-
sumers and healthcare professionals can report
medication errors through a program adminis-
tered by the Institute for Safe Medication
Practices (ISMP), that individuals can describe
the medication error, and the drug, and this is
followed by ISMP distributing alerts.

The documents medication errors resulting
from inconsistent units. The inconsistent units
were milligrams and teaspoonfuls, in a con-
tainer of oseltamivir (Tamiflus) for children.
Parker et al. (77) revealed that the problem
was that, “[t]he medication bottle was accom-

panied by a prepackaged syringe with mark-
ings of 30, 45, and 60 mg . . . [t]he label
attached by the pharmacy specified the dose in
volume units (3/4 teaspoonful) but the syringe
provided only markings in mass units (milli-
grams). Despite these disparate directions, the
parents were eventually able to determine the
correct dose.”

b. Division of Medication Error
Prevention and Analysis

An office in the FDA, Division of Medication
Error Prevention and Analysis (DMEPA),
reviews the proposed names of drugs, and
evaluates the brand name as well as the chemi-
cal name. Comments in the Medical Review for
BLA 125418, on Aug. 2012 of FDA’s website,
provides a general account of the tasks per-
formed by DMEPA. The reviewer wrote:

The DMEPA considers the spelling of the name,
pronunciation of the name when spoken, and
appearance of the name when scripted. DMEPA
compares the proposed proprietary name with the
proprietary and established name of existing and
proposed drug products and names currently under
review at the FDA. DMEPA compares the pronunci-
ation of the proposed proprietary name with the
pronunciation of other drug names because verbal
communication of medication names is common in
clinical settings. DMEPA examines the phonetic
similarity using patterns of speech. If provided,
DMEPA will consider the Sponsor’s intended pro-
nunciation of the proprietary name. However,
DMEPA also considers a variety of pronunciations
that could occur in the English language because
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