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If the Pharmaceutical Research and Manufacturers of
America (PhRMA) has its way, a federal regulation
crucial to drug safety will be repealed. The current
regulation authorizes the Food and Drug Administration
to screen drug names as part of the drug-approval
process — and to react when a proposed name could lead
to medication errors due to mix-ups. FDA currently
screens names and prevents use of some in order to
minimize the chance post-launch that a name will be
confused with that of an already available drug. FDA has
told us that it rejects about 30 percent to 40 percent of
names requested by drug companies.

PhRMA requested repeal of the regulation in a formal
response to an April 27 Federal Register notice by FDA
seeking suggestions for eliminating any existing rules
perceived to be “outmoded, ineffective, insufficient, or
excessively burdensome. …”

PhRMA wants FDA to prove that name reviews actually
prevent medication errors. Given the debt-reduction
climate in Washington, even some important public-health
programs might be cut. This sure shouldn’t be one.

Without a doubt, drug-name confusion is one of the
most common causes of medication errors reported to
the National Medication Errors Reporting Program
operated by the Institute for Safe Medication Practices
(ISMP). Celebrex and Celexa, for example, can sound
similar when prescribed over the phone — but Celebrex
is for pain, while Celexa is for anxiety and depression.

ISMP has been tracking name-related medication errors
since the 1980s and maintains a list of nearly 800 name pairs
that are known to be confused, most published more than a
decade ago. With thousands of prescription and over-the-
counter drugs already on the market, it’s a difficult challenge
for a company to create a brand name it would like to use
that is not too similar to an existing name.

Since the late 1990s, FDA has increasingly focused on
approving drug names that have been evaluated for
safety. So, in order to minimize potential for rejection, as
well as do their own safety testing, companies often use
external testing companies to evaluate risks before
submitting a drug application to FDA. (Full disclosure:
Med-ERRS, an independent ISMP subsidiary, is one of
several companies that interacts with companies
interested in conducting pre-market testing of brand
names for safety, and I am president of ISMP.)

FDA screening involves computerized matching of
proposed names with those already on the market, as
well as simulation testing for look-alike and sound-alike
properties, as well as frequently used medical
abbreviations. If potential dangers are found, FDA has
the authority to challenge the name. It’s unclear how
repeal would impact post-marketing actions if brand-
name confusion was known to contribute to medication
errors, but even post-marketing actions might be difficult
to undertake if the regulation is gone.

Without FDA authority to review names for safety
during the drug-approval process, there is little doubt
that serious medication errors would increase.

— Michael Cohen, president
of the Institute for Safe Medication Practices

By Juliana Schatz
INQUIRER STAFF WRITER

T he low hum from the
ventilation system and
the children’s voices in

the back corner made it diffi-
cult to hear, but the 30 people
gathered at Annunciation of
the Blessed Virgin Mary Par-
ish listened intently to the
woman who stood before
them brandishing a bottle of
salty Adobo seasoning.

“Tonight we are here to tell
you, mi gente, about nutri-
tion,” said Irma Zamora, 37,
in Spanish. “We are consum-
ing too much sodium.”

Zamora and her fellow pre-
senters are not doctors or
nurses and do not claim to
be. They are promotoras —
volunteer “health promoters”
who carry messages of health
and wellness to their peers,
mostly Spanish-speaking Mex-
icans in South Philadelphia.

As the minority group least
likely to have a primary-care
doctor and with nearly half
living beneath the poverty
line, Latinos, especially re-
cent immigrants, have chal-
lenged doctors for decades.

But this simple idea — us-
ing people from church or the
barrio to encourage preven-
tive care — has produced suc-
cess noted in medical jour-
nals over the last five years.

The U.S. Department of
Health and Human Services
announced in May an initia-
tive to encourage the use of
promotoras for outreach and
education about health servic-
es and insurance.

“Now that they have been
recognized, we want to devel-
op a national database of net-
works for training and certifi-
cation,” said Jose Velasco, a
public health adviser at
HHS’s Office of Minority

Health.
Philadelphia saw its first

promotoras in action three
years ago, when Matthew
O’Brien, then a medical resi-
dent at the University of
Pennsylvania, and Steve Lar-
son, his mentor and an associ-
ate dean, decided to establish
the Puentes de Salud clinic in
South Philadelphia in 2006.

“We would talk to people at
health fairs and after reli-
gious services. We heard
about them over and over
again,” said O’Brien,
who now teaches at
Temple medical
school.

The constant men-
tion of women who vis-
it homes and provide
basic care, but were
not nurses, prompted
O’Brien to bury him-
self in the public
health literature in
what he calls his own
“remedial M.P.H.” He
was surprised at how
they were able to in-
crease vaccinations
and other preventive
health measures in de-
veloping countries
and border states.

The clinic opened
with four promotoras and
now has six.

Despite the praise, some ac-
ademics ask if the promotoras
— housekeepers, waitresses,
nannies — are adequately
trained and qualified to teach
and guide their patient-peers.
O’Brien said they are.

In a 2009 literature review
in the American Journal of
Preventive Medicine, he de-
scribed finding his first pro-
motora, Irma Zamora. A lead-
er at another community-
based organization, she was
well-known among South Phil-

adelphia Mexicans.
“That’s really the skill set of

a promotora. Some one who is
a natural leader and has an
extensive social network,”
O’Brien said.

He and colleagues selected
and trained Zamora and sev-
eral other women for Puent-
es’ first promotora-led educa-
tional intervention on cervi-
cal cancer. One of the most
important lessons, said
O’Brien, was in boundaries
and limitations — knowing

when to bring in a medical
professional.

Once the promotoras start-
ed leading classes, with doc-
tors or nurses in the room, he
also had them survey people
in the community to see if it
was making a difference.

In November 2010, O’Brien
reported in the Journal of
General Internal Medicine
that Pap smear screenings
had doubled — but, perhaps
more important, general
knowledge about the associa-
tion between regular Pap
smears and cervical cancer

rose significantly.
The model is catching on.
“They can’t diagnose, you

know,” said Chris Ann Smith,
who trains promotoras at Es-
peranza Health Center in
North Philadelphia, “but they
can say, ‘Hey, your blood pres-
sure is really high and you
should go to your doctor.’ ”

Barbara Schneider, a doc-
tor with Community Health
Collaborative, a nonprofit
that works to reduce health
disparities, specializes in dia-

betes outreach using
three promotoras. She
and O’Brien have
launched a new diabe-
tes campaign modeled
after a California
project to target the
disease that dispropor-
tionately affects Lati-
nos.

A week after their
presentation at Annun-
ciation Church, Puent-
es de Salud began the
first class of its diabe-
tes series. The class-
room, colorful with
tapestries and chil-
dren’s books, also
serves as Puentes de
Salud’s cultural and
educational laborato-

ry for children.
It was the first class for pro-

motora Isabel Garcia, who
seemed a little nervous.

“You’re going to be famous,”
teased Amarili Lopez, a certi-
fied nursing assistant who
helped with the training. She
pointed at a photographer.

Garcia frowned. “No. I do
this because I am helping my
people.”

Contact staff writer Juliana
Schatz at 215-854-4193,
jschatz@philly.com, or
@hooliana on Twitter.

Promoting health, wellness
Spanish “promotoras” spread the word in Mexican communities.
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Repealing drug-name
rule would hurt safety

MICHAEL S. WIRTZ / Staff Photographer
Isabel Garcia, a promotora, demonstates the
effects of diabetes on arteries.
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PROMOTING HEALTH AND WELLNESS by Juliana Schatz 
 
I was surprised to find so few Spanish speakers in the newsroom. In fact, I didn’t 
meet any at all. So, from the very start of my internship, it was my goal to report 
on some of the populations that occasionally get overlooked in the local press. In 
Philly, that meant using my language skills to step into the burgeoning Mexican 
community. 
 
Before I even arrived to Philadelphia, I had heard about Puentes de Salud from 
my editor Karl Stark, and from an acquaintance from graduate school. Puentes 
seemed like a cool community health center, but that did not necessarily warrant 
a story. 
 
But after my first visit, it became apparent that Puentes’ clinic could be set apart 
from the rest. Co-founder Dr. Steve Larson, who is rather unorthodox himself 
(with ripped-up jeans and a goatee), introduced me to his volunteer staff of local 
women who were taking charge of a series of health education courses in 
Puentes’ modest, but colorful, basement classroom.  
 
That the promotoras were an approach derived organically from the community 
really caught my attention. Even better, their novel approach had broader trends 
across the nation. A series of studies published in reputable medical journals 
about the use of promotoras to decrease health disparities gave my story just the 
statistical heft it needed to become a solid newspaper article.  
 
It was the first story I reported on, and nearly the last to get published, but 
reporting on the promotoras fulfilled every aspiration I had for this internship.  
 
This article, which originally ran on August 17, 2011, has been reproduced in its entirety on our 
website with permission from The Philadelphia Inquirer. 


