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Confugion in Drug and
Health Product Namesg:

by Ingrid VanderElst and Lisa Allegro

Manufacturers who wish to
sell drug and health products
in Canada may need to revisit their
branding strategies as a result of Health
Canada’s new policy regarding the
premarket regulatory approval process.
The new policy, entitled “Drug Name
Review: Look-alike Sound-alike Health
Product Names,” is Health Canada’s
response to concerns about the medical
risks associated with “look-alike, sound-
alike” (LA/SA) names for drugs and
other health products. Before this new
policy was introduced, these concerns
were generally dealt with informally on
a case-by-case basis.?

LA/SA names refer to names that
are similar when written or spoken.
The concern is that such orthographic
and phonetic similarities create confu-
sion between two or more product
names, which could lead to errors
when prescribing, dispensing, or
administering the products.

Health Canada’s new LA/SA Policy
took effect January 1, 2006, with
respect to brand or proprietary names
for drugs—that is, Schedule C drugs
(radiopharmaceuticals), Schedule D
drugs (biologics), Schedule F drugs
(prescription drugs), and prescribed
drugs for human use.? Over-the-coun-
ter drugs, natural health products,*
veterinary drugs, and medical devices
are scheduled to become subject to the
policy on July 1, 2006.

The Food and Drug Administration
(FDA) reviews only proposed brand
(proprietary) names of prescription
drugs for LA/SA name risks; thus,
Health Canada will be reviewing the
names of a broader range of products
than FDA.?

LA/SA Names

Name confusion is thought to
account for one in every four medica-
tion errors. Statistics show that 12.5%

of the 25,000 medication error reports
received by FDA relate to names.
Furthermore, a recent FDA study of
400 deaths caused by medication errors
found that five percent of the deaths
were attributed to brand (proprietary)
name confusion and four percent to
generic (nonproprietary) name confu-
sion.® Because most of the drug names
that exist in the United States are
also used for Canadian products, it is
reasonable to hypothesize that these
statistics are applicable in Canada as
well.

Of particular concern to Health
Canada is the health risk associated
with the following:

o Similarities in brand (proprietary)
names. Health Canada discourages
products from having similar or
identical brand names, especially
when the products do not contain the

same active ingredients.
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* Brand names that are similar to
generic (nonproprietary) names.
Health Canada is concerned when a
brand name is confusingly similar
to the proper or common name’ of a
drug ingredient.

* Product line extensions. Health
Canada cautions drug companies
against using similar names in their
product line extensions. Specifically,
Health Canada is concerned about
the practice of adding a modifying
prefix or suffix to the name of a
product to distinguish it from the
original product.

Table 1 lists examples of drug
names that Health Canada has identified
for their potential LA/SA confusion.?

Premarket Drug Name
Review Process

Under the new LA/SA policy,
Health Canada will review all
proposed drug names included in a
submission for marketing approval to

ensure that 1) the name is unlikely to
be confused with existing brand or
generic names and thus cause medica-
tion errors, and 2) the brand name is
not misleading (i.e., does not imply
therapeutic claims).

The name review is separate from
the assessment of the eligibility of the
name for trademark registration. The
Canadian Trademarks Office reviews
a proposed trademark to determine
whether, from a marketing perspective,
it is confusingly similar to other trade-
marks (i.e., to protect trademarks from
being used by others for financial gain),
whereas Health Canada examines the
product’s name from a safety perspec-
tive (i.e., to reduce medication errors).

To determine whether the similarity
between the two names is problematic,
Health Canada will consider a variety
of factors including:

» Marketing status (prescription
versus over-the-counter);

* therapeutic category;

¢ indications and directions for use;

* clinical setting for dispensing or use
(inpatient or outpatient hospital or
clinic versus retail);

* packaging and labeling;

* strength of the products;

* dosage form or routes of administra-
tion;

* dose and dosing interval;

* patient populations;

 storage; and

* potential for harm.

An initial review of the proposed
drug name will take place within 90
days of the submission, and a second
review will take place within 90 days
of the drug’s anticipated approval date.
Because the name review will take
place concurrently with the rest of
the product review, it is not expected
to have any impact on the total drug
review time.’

The sponsors of the drug submission
are encouraged to submit a prioritized
list of up to two alternative names so

Table 1: Common Look-Alike, Sound-Alike Drug Names
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that if Health Canada identifies the
proposed name as potentially confusing,
the department will consider the alter-
native names. Sponsors are also encour-
aged to submit a risk assessment and

an evaluation of the product’s proposed
name, supported with studies, data, and
analysis. Health Canada recommends
that sponsors consult with pharmacists
and healthcare providers when prepar-
ing the name review analysis.

Currently, Health Canada will not
undertake its own risk assessment
or evaluation of the drug’s proposed
name to determine whether a LA/SA
name issue exists. Instead, Health
Canada will rely on the information
provided by the sponsor. Although
Health Canada plans to implement
a computer application that screens
health product names for potential
LA/SA confusion, currently, the
application is still being developed.

In the United States, FDA carries out
an independent name review of the
proposed drug name using an expert
panel review, handwriting and verbal
analyses, computer-assisted analysis,
labeling and packaging analysis, and
overall risk evaluation."”

If sponsors have not submitted
alternative proposed drug names with
a drug submission or if all the names
have been rejected, the drug submis-
sion will be placed on “name hold”
until a proposed alternative name is
acceptable to Health Canada.!

Sponsors have the right to appeal
Health Canada’s LA/SA name review
decisions, in accordance with Health
Canada’s general appeal procedure for

drug submissions."

Postmarket Drug Name
Review

Although Health Canada will not
review the names of products already on

the market, the department will monitor
the names of these products, as well as
the names of products that underwent

a name review but for which a name
safety issue was not identified during
the premarket approval process. Health
Canada is investigating the possibility
of developing a more formal process

for monitoring and reviewing marketed
products for safety issues.

The current postmarket review
procedures are outlined in the policy
entitled “Marketed Health Product
Name Assessment: Look-alike
Sound-alike (LA/SA) Health Product
Names.”"

When LA/SA drug and health
product names are identified as a
concern postmarketing, the product
manufacturers will be given an oppor-
tunity to suggest a strategy that will
mitigate identified risks. For example,
the manufacturer may suggest issuing
fact sheets, sending “Dear Healthcare
Professional” letters, or changing the
packaging or labeling of the product.
If the suggestions are not acceptable
to Health Canada as a viable way to
reduce the risks associated with the
LA/SA name issue, the manufacturer
may be required to change the name of
the health product."

Health Canada acknowledges that
significant brand equity and identity
may have developed in a marketed
health product by the time a LA/SA
name issue is identified. If a manufac-
turer is required to change the name of
a marketed product, the manufacturer
may incur an economic loss due to
costs associated with product recalls
and loss of brand recognition. The
health and safety of Canadians is of
foremost importance to Health Canada,
however. Thus, as a last resort, a name
may need to be changed or modified to

avoid errors.?

Conclusion

Health Canada’s new LA/SA
policy represents an additional tool for
ensuring the safety of drugs and other
health products used by Canadians.
The policy also represents a regula-
tory hurdle that manufacturers need
to be aware of while developing their
marketing and branding strategies. A
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