
INDICATIONS: ROSULA® Aqueous Cleanser and ROSULA® Aqueous Gel are indicated in the topical control of acne vul-
garis, acne rosacea and seborrheic dermatitis.

CONTRAINDICATIONS: ROSULA® Aqueous Cleanser and ROSULA® Aqueous Gel are contraindicated for use by
patients having known hypersensitivity to sulfonamides, sulfur or any other component of this preparation. ROSULA®

Aqueous Cleanser and ROSULA® Aqueous Gel are not to be used by patients with kidney disease.

WARNINGS: Although rare, sensitivity to sodium sulfacetamide may occur. Therefore, caution and careful supervision should
be observed when prescribing this drug for patients who may be prone to hypersensitivity to topical sulfonamides. Systemic
toxic reactions such as agranulocytosis, acute hemolytic anemia, purpura hemorrhagica, drug fever, jaundice, and contact der-
matitis indicate hypersensitivity to sulfonamides. Particular caution should be employed if areas of denuded or abraded skin
are involved.

FOR EXTERNAL USE ONLY. Keep away from eyes. Keep out of reach of children. Keep tube and bottle tightly closed.

PRECAUTIONS: General - If irritation develops, use of the product should be discontinued and appropriate therapy instituted.
Patients should be carefully observed for possible local irritation or sensitization during long-term therapy. The object of this
therapy is to achieve desquamation without irritation, but sodium sulfacetamide and sulfur can cause reddening and scaling
of the epidermis. These side effects are not unusual in the treatment of acne vulgaris, but patients should be cautioned about
the possibility.

Information for Patients - Avoid contact with eyes, eyelids, lips and mucous membranes. If accidental contact occurs, rinse
with water. If excessive irritation develops, discontinue use and consult your physician.

Carcinogenesis, Mutagenesis and Impairment of Fertility - Long-term studies in animals have not been performed to eval-
uate carcinogenic potential.

Pregnancy - Category C. Animal reproduction studies have not been conducted with ROSULA® Aqueous Cleanser and
ROSULA® Aqueous Gel.  It also is not known whether ROSULA® Aqueous Cleanser and ROSULA® Aqueous Gel can
cause fetal harm when administered to a pregnant woman or can affect reproduction capacity. 

ROSULA® Aqueous Cleanser and ROSULA® Aqueous Gel should be given to a pregnant woman only if clearly needed.

Nursing Mothers - It is not known whether sodium sulfacetamide is excreted in human milk following topical use of
ROSULA® Aqueous Cleanser and ROSULA® Aqueous Gel. However, small amounts of orally administered sulfonamides
have been reported to be eliminated in human milk. In view of this and because many drugs are excreted in human milk, cau-
tion should be exercised when ROSULA® Aqueous Cleanser and ROSULA® Aqueous Gel are administered to a nursing
woman. Pediatric Use - Safety and effectiveness in children under the age of 12 have not been established.

ADVERSE REACTIONS: Although rare, sodium sulfacetamide may cause local irritation.

DOSAGE AND ADMINISTRATION:

ROSULA® Aqueous Cleanser : Wash affected area once or twice daily or as directed by your physician. Avoid contact with
eyes or mucous membranes. Wet skin and liberally apply to areas to be cleansed, massage gently into skin for 10-20 sec-
onds, working into a full lather, rinse thoroughly and pat dry. If drying occurs, it may be controlled by rinsing off cleanser
sooner or using less often.

ROSULA® Aqueous Gel : Cleanse affected areas. Apply a thin layer into affected areas 1 to 3 times daily, or as directed by
a physician.

HOW SUPPLIED: ROSULA® Aqueous Gel is available in a 1.5 fl. oz. (45 mL)  tube, NDC 10337-661-45. ROSULA®

Aqueous Cleanser is available in a 355 mL bottle, NDC 10337-662-12.

Store at 15˚-30˚C (59˚-86˚F). Protect from freezing.

Manufactured for:

383 Route 46 West • Fairfield, NJ 07004-2402 USA
www.doakderm.com

Manufactured by: 
Groupe PARIMA, Inc., Montreal, QC H4S 1X6 CANADA

U.S. Patent No. 6,429,231        IN-66145.1        IL179-R3

(Sodium Sulfacetamide 10% and Sulfur 5% in a Urea vehicle)
Aqueous Cleanser

Rx Only

(Sodium Sulfacetamide 10% and Sulfur 5% in a Urea vehicle)
Aqueous Gel

Rx Only
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Medicare Looking to Help Senior Smokers Kick the Habit
B Y  J E N N I F E R  S I LV E R M A N

Associate  Editor,  Practice  Trends

Medicare is investigating ways to
help its beneficiaries quit smok-
ing.

The Centers for Medicare and Medic-
aid Services proposed to extend smoking
cessation coverage to beneficiaries who
smoke and have been diagnosed with a
smoking-related disease—or who are
taking certain drugs whose metabolism
is affected by tobacco use.

The hope is that Medicare’s decision to
pay for smoking cessation counseling
“will encourage and help seniors quit
smoking once and for all,” Ronald Davis,
M.D., trustee to the American Medical
Association, said in a statement.

Of the 440,000 Americans who die
annually from smoking-related disease,
300,000 are aged 65 and older, according
to the Centers for Disease Control and
Prevention. More than 9% of those aged
65 years and older smoke cigarettes.

The CDC in 2002 estimated that 57%
of smokers aged 65 and older reported
a desire to quit smoking.

The proposed coverage decision
specifically applies to patients whose ill-
ness is caused or complicated by smok-

ing, such as heart disease, cerebrovascu-
lar disease, lung disease, weak bones, or
blood clots—diseases that account for
the bulk of Medicare spending, accord-
ing to the CMS.

Beneficiaries are also eligible for the
counseling if they take medications
whose effectiveness is complicated by
smoking, including insulins, and medi-
cines for high blood pressure, seizures,
blood clots, or depression.

Minimal counseling is already covered
at each evaluation and management vis-
it for beneficiaries. Beyond that, Medicare
is proposing to cover two cessation at-
tempts per year. “Each attempt may in-
clude a maximum of four intermediate or
intensive sessions, with the total annual
benefit covering up to eight sessions in a
12-month period,” the proposal stated.

The CMS estimates the program will
cost $11 million annually, a number it ex-
pects will be offset by fewer hospitaliza-
tions and health problems related to
smoking.

In addition to heart disease, emphyse-
ma, and stroke, seniors who smoke cig-
arettes are also more likely to develop
problems associated with older age, such
as hip fractures, eye cataracts, and facial
skin wrinkles, Dr. Davis said.

Medicaid Managed Care’s

Financial Benefits Elusive 

B Y  J OY C E  F R I E D E N  

Associate  Editor,  Practice  Trends

WA S H I N G T O N —  Medicaid managed
care doesn’t appear to be living up to its
reputation for cost savings, at least not in
South Carolina, Walter Jones, Ph.D., said
at the annual meeting of the American
Public Health Association.

Dr. Jones and his colleagues looked at 2
years’ worth of data on
56,000 Medicaid HMO pa-
tients and 21,000 patients
in the state’s Physician En-
hanced Payment (PEP) pro-
gram, a Medicaid plan in
which primary care physi-
cians are paid an extra fee to
“case manage” the patient’s
health care needs. Both
groups were matched with
comparable fee-for-service
patients.

South Carolina “is not a
heavily managed care state.
We have very little HMO
penetration,” said Dr. Jones, professor of
health administration and policy at the
Medical University of South Carolina,
Charleston. “Unlike a lot of Medicaid pro-
grams, South Carolina does not have
mandatory HMO assignment; physicians
wouldn’t stand for it. As a consequence ...
there’s been a lot of unstable provider par-
ticipation. An HMO comes to the state,
thinks it can make money, finds it can’t,
and leaves, and the merry-go-round goes
on and on.”

But the PEP program is a much differ-
ent form of managed care, he said. The
primary care physician provides a “medical
home” for the patient for a flat fee but is
not financially penalized for putting a pa-
tient into specialty care. Also, PEP physi-
cians are expected to be “very available,”
reducing the need for costly emergency
room care, Dr. Jones said.

The researchers looked at several as-
pects of medical care utilization, includ-
ing primary and specialty care, inpatient
hospitalizations, and emergency room
visits. They also included a separate cat-
egory for “total utilization,” which in-
cluded pharmacy use and other services

as well as physician and hospital care.
They found that on the surface, both

HMOs and PEP reduced utilization. Pa-
tients in HMOs had five fewer health care
visits for a 2-year period, compared with
fee-for-service patients, and PEP patients
had two fewer visits. But there was a prob-
lem among the HMO patients: the re-
duced visits included those for primary
care as well as for specialty care.

“That’s not what man-
aged care is supposed to be
doing,” Dr. Jones said. “With
the PEP project, utilization
goes down a little less, but
there’s no difference in pri-
mary care utilization. It ap-
pears ... that PEP is doing ex-
actly what it should be
doing—controlling utiliza-
tion but not on the primary
care level.”

Another problem with the
HMOs, he continued, is that
they “cream skim.” “When
you control for the HMOs’

patient selection, their utilization differ-
ences disappear with respect to fee for ser-
vice. The way they’re reducing costs is by
keeping the less desirable clients out.”
This is often accomplished by not setting
up enrollment offices in areas of the state
where sicker patients are more likely to
live, he told this newspaper. 

Although patients in both PEP and the
Medicaid HMOs decreased their utiliza-
tion of certain kinds of care, total health
care utilization actually appeared to go up
in both groups, Dr. Jones noted. 

“If you’re the state and you’re trying to
save money, you might be kind of dis-
mayed. On the other hand, if you’re an ad-
vocate for patients, it doesn’t appear that
applying managed care reduces the num-
ber of services,” he said.

Overall, the study “raises questions
about the utility of Medicaid managed
care,” he said. “The assumption always has
been that HMOs or other managed care
plans could do for Medicaid clients what
it’s done for private sector healthy em-
ployees; we haven’t found that to be true.
The bottom line is, it’s still kind of ‘faith-
based’ health care.” ■

Seniors who try to quit smoking are 50%
more likely to succeed than other age
groups, and those who quit can reduce
their risk of death from heart disease to that
of nonsmokers within several years of quit-
ting, he added.

In a statement, CMS Administrator Mark
McClellan, M.D., encouraged smokers on
Medicare who were starting to experience
heart or lung problems, or high blood pres-
sure “to take advantage of this new help—
and more is coming.” The agency noted
that Medicare’s upcoming prescription drug
benefit will cover smoking cessation treat-
ments that are prescribed by a physician.

The American Lung Association support-

ed the effort but had concerns that compa-
rable benefits weren’t available to younger
patients.

The group “applauds anything that will
help anyone stop smoking,” spokeswoman
Diane Maple told this newspaper. However,
a recent study showed that only 10% of em-
ployer-sponsored health plans cover smoking
cessation programs that combine medica-
tions with counseling, she said. “There are a
lot of people out there who are not eligible
for Medicare and won’t get these types of
benefits from their personal health plans.”

The association hopes that private plans
will take a cue from Medicare and develop
similar programs in the future, she said. ■

Provider
participation has
been unstable. An
HMO comes to the
state, thinks it
can make money,
finds it can’t, and
leaves, and the
merry-go-round
goes on and on.


