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Group to Introduce Certification of EHR Products

BY MARY ELLEN SCHNEIDER

Senior Writer

BosToN — A coalition of private sector
informatics groups plans to launch a
process for certifying electronic health
record products late this year.

Certification will bring some pre-
dictability into the market for physicians,
vendors, and payers, Mark Leavitt, M.D.,
who is chair of the Certification Com-
mission for Healthcare Information Tech-
nology, said at a congress sponsored by
the American Medical Informatics Asso-
ciation.

The commission’s initial scope is to cer-
tify electronic health record (EHR) prod-
ucts for physician offices and other am-
bulatory
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the next 1-2 years, Dr. Leavitt said.

The roadmap is a key part of the com-
mission’s work because the cycle for get-
ting new features, interfaces, and inter-
operability functions into a product can
be 6-18 months or more. “We need to sig-
nal to the industry as to where we are go-
ing next, so it has time to respond,” he
said.

The certification commission was
founded last year by the American Health
Information Management Association, the
Healthcare Information and Management
Systems Society (HIMSS), and the Na-
tional Alliance for Health Information
Technology.

The three groups have provided seed
funding and have loaned staff members to
the effort. As the process moves forward,
the commission will charge fees to the
vendors to cover the cost of testing the
products. They also plan to seek sustain-
ing grants from other organizations to
maintain their operations, said Dr. Leav-
itt, who is also the medical director at
HIMSS.

Under the voluntary certification
process, products will either be certified or
not certified. “We are not trying to create
a competitive rating system,” Dr. Leavitt
said.

The idea is that the commission will be
setting a baseline standard, leaving space
for competition and innovation above that
standard. And the standard needs to be
based on reality, he said, to get participa-
tion from vendors.

In the first year of certification, the
members of the commission want to be
sure that they don’t create any require-
ments that will shut down the market-
place.

Dr. Leavitt, however, said he expects
that, as the standards become more rig-
orous in the years to come, the market-
place will evolve to follow the certification
process.

Currently, adoption is progressing slow-
ly because the market lacks order and
predictability.

For example, physicians won't buy elec-
tronic records systems until costs are low-
er, their own risk is lower, and the incen-
tives are higher. However, it’s hard for

vendors to bring down prices when the
sales volumes are so low and the sales cy-
cle is so costly.

Payers have expressed interest in offer-
ing incentives for the use of EHRs, but
many are concerned that if they start to
offer incentives, an industry of minimal
systems will spring up to capture that
money, Dr. Leavitt said.

Certification is a way to take some of
the risk out of the process for all the play-
ers, Dr. Leavitt said.

Another challenge is to make sure that
there isn't a wave of adoption of products
that aren’t interoperable.

“We want to ensure that these products
that get adopted will be interoperable in
this emerging infrastructure,” Dr. Leav-
itt stated at the meeting. “The challenge
is the infrastructure isn’t there yet, it’s
emerging. [

For more information on the certification
timeline, visit www.cchit.org.
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Gel 0.05%; and Topicort® (desoximetasone) Ointment 0.25% contain the active synthetic corticosteroid desoximeta-
sone. The topical corticosteroids constitute a class of primarily synthetic steroids used as anti-inflammatory and
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Each gram of TOPICORT Cream 0.25% contains 2.5 mg of desoximetasone in an emollient cream base consisting of white
petrolatum, purified water, isopropyl myristate, lanolin alcohols, mineral oil, and cetostearyl alcohol.

Each gram of TOPICORT Gel 0.05% contains 0.5 mg of desoximetasone in a gel base consisting of purified water, docusate
sodium, edetate disodium, isopropyl myristate, carbomer 940, trolamine, and SDAG-1B 95% alcohol.

Each gram of TOPICORT Ointment 0.25% contains 2.5 mg of desoximetasone in an ointment base consisting of white

The chemical name of desoximetasone is Pregna-1, 4-diene-3, 20-dione, 9-fluoro-11,

Desoximetasone has the molecular formula CapHpgFO4 and a molecular weight of 376.47. The CAS Registry Number

The mechanism of ant-inflammatory activity of the topical corticosteroids is unclear. Various laboratory methods,
including vasoconstrictor assays, are used to compare and predict potencies and/or clinical efficacies of the topical
cortico-steroids. There is some evidence to suggest that a recognizable correlation exists between vasoconstrictor

is determined by many factors including the vehicle, the

Topical corticosteroids can be absorbed from normal intact skin. Inflammation and/or other disease processes in Ihe

Studies to ity with i have revealed negative results.
Desoximetasone did not show potential for mutagenic acuva in vitro in the Ames microbial mutagen test with or
without metabolic activation.
Effects. c

Corticosteroids are generally teratogenic in laboratory animals when administered systemically at relatively low dos-
age levels. The more potent corticosteroids have been shown to be teratogenic after dermal application in laboratory
animals. Desoximetasone has been shown to be teratogenic and embryotoxic in mice, rats, and rabbits when given by
subcutaneous or dermal routes of administration in doses 3 to 30 times the human dose of Topicort® (desoximetasone)
Cream 0.25% or Topicort® (desoximetasone) Ointment 0.25% and 15 to 150 times the human dose of Topicort® LP
(desoximetasone) Cream 0.05% or Topicort® (desoximetasone) Gel 0.05%. There are no adequate and well-controlled
studies in pregnant women on teratogenic effects from topically applied corticosteroids. Therefore, TOPICORT LP
Cream 0.05%, TOPICORT Cream 0.25%, TOPICORT Gel 0.05%, and TOPICORT Ointment 0.25% should be used
during pregnancy only if the potential benefit justifies the potential risk to the fetus. Drugs of this class should not be
used extensively on pregnant patients, in large amounts, or for prolonged periods of time.
Nursing Mothers
Itis not known whether topical administration of corticosteroids could result in sufficient systemic absorption to produce
detectable quantities in breast milk. i are secreted into breast milk in quantities
not likely to have a deleterious effect on the infant. Nevenhe\ess cauhon should be exercised when topical corticoste-
roids are administered to a nursing woman.
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dation, delayed weight gain, low plasma cortisol levels, and absence of response to ACTH stimulation. Manifestations
of intracranial hypertension include bulging and bilateral

of topical cortic ids to pediatric patients should be limited to the least amount compatible with

an effective therapeutic regimen. Chronic corticosteroid therapy may interfere with the growth and development of
pediatric patients. Safety and effectiveness of TOPICORT Ointment in pediatric patients below the age of 10 have
not been established.

skin increase percutaneous absorption. Occlusive dressings increase the

topical corticosteroids. Thus, occlusive dressings may be a valuable therapeutic adjunct for treatment of resls(anl
dermatoses.

Once absorbed through the skin, topical corticosteroids are handled through pharmacokinetic pathways similar
to cor Cor are bound to plasma proteins in varying degrees.
Corticosteroids are metabolized primarily in the liver and are then excreted by the kidneys. Some of the topical cortico-
steroids and their metabolites are also excreted into the bile.

Pharmacokinetic studies in men with Topicort® (desoximetasone) Cream 0.25% with tagged desoximetasone showed a
total of 5.2% + 2.9% excretion in urine (4.1% + 2.3%) and feces (1.1% + 0.6%) and no detectable level (limit of sensitiv-
ity: 0.005 ug/mL) in the blood when it was applied topically on the back followed by occlusion for 24 hours. Seven days
after application, no further radioactivity was detected in urine or feces. The half-life of the material was 15 + 2 hours
(for urine) and 17 + 2 hours (for feces) between the third and fifth trial day.

Pharmacokinetic studies in men with Topicort® (desoximetasone) Ointment 0.25% with tagged desoximetasone showed
no detectable level (limit of sensitivity: 0.003 ug/mL) in 1 subject and 0.004 and 0.006 ug/mL in the remaining 2 subjects

ADVERSE REACTIONS

The following local adverse reactions are reported infrequently with topical corticosteroids, but may occur more frequent-

Iy with the use of occlusive dressings. These reactions are listed in an order of
Burning Hypertrichosis Maceration of the skin
Itching Acneiform eruptions Secondary infection
Irritation Hypopigmentation Skin atrophy

Dryness Perioral dermatitis Striae

Folliculitis Allergic contact dermatitis Miliaria

In controlled clinical studies the incidence of adverse reactions was low (0.8%) for Topicort® (desoximetasone) Cream
0.25% and included burning, folliculitis, and folliculo-pustular lesions. The incidence of adverse reactions was also 0.8%
for Topicort® LP (desoximetasone) Cream 0.05% and included pruritus, erythema, vesiculation, and burning sensation.
The incidence of adverse reactions was low (0.3%) for Topicort® (desoximetasone) Ointment 0.25% and consisted of

of

in the blood when it was applied topically on the back followed by occlusion for 24 hours. The extent of ion for
the ointment was 7% based on radioactivity recovered from urine and feces. Seven days after application, no further
radioactivity was detected in urine or feces. Studies with other similarly structured steroids have shown that predominant
metabolite reaction occurs through conjugation to form the glucuronide and sulfate ester.

INDICATIONS AND USAGE

Topicort® LP (desoximetasone) Cream 0.05%; Topicort® (desoximetasone) Cream 0.25%; Topicort® (desoximetasone)

Gel 0.05%; and Topicort® (desoximetasone) Ointment 0.25% are indicated for the relief of the inflammatory and pruritic
i i of corti

CONTRAINDICATIONS
Topical corticosteroids are contraindicated in those patients with a history of vity to any of the
of the preparation.

WARNINGS

Topicort® LP (desoximetasone) Cream 0.05%; Topicort® (desoximetasone) Cream 0.25%; Topicort® (desoximetasone)
Gel 0.05%; and Topicort® (desoximetasone) Ointment 0.25% are not for ophthalmic use.

Keep out of reach of children.

PRECAUTIONS

General

Systemic absorption of topical corticosteroids has produced reversible hypothalamic-pituitary-adrenal (HPA) axis sup-

pression, manifestations of Cushing’s syndrome, hyperglycemia, and glucosuria in some patients.

Conditions which augment systemic absorption include the application of the more potent steroids, use over large

surface areas, prolonged use, and the addition of occlusive dressings.

Therefore, patients receiving a large dose of a potent topical steroid applied to a large surface area or under an occlusive

dressing should be evaluated periodically for evidence of HPA axis suppression by using the urinary free cortisol and

ACTH stimulation tests. If HPA axis suppression is noted, an attempt should be made to withdraw the drug, to reduce

the frequency of application, or to substitute a less potent steroid.

Recovery of HPA axis function is generally prompt and complete upon disconti of the drug. signs

and symptoms of steroid withdrawal may occur, requiring supplemental systemic corticosteroids.

Pediatric patients may absorb proportionally larger amounts of topical corticosteroids and thus be more susceptible

to systemic toxicity (See PRECAUTIONS - Pediatric Use). If irritation develops, topical cortico-steroids should be

discontinued and appropriate therapy instituted.

In the presence of dermatological infections, the use of an appropriate antifungal or antibacterial agent should be

instituted. If a favorable response does not occur promptly, the corticosteroid should be discontinued until the infection

has been adequately controlled.

Information for the Patient

Patients using topical corticosteroids should receive the following information and instructions:

1. This medication is to be used as directed by the physician. It is for external use only. Avoid contact with
the eyes.

. Patients should be advised not to use this medication for any disorder other than for which it was
prescribed.

. The treated skin area should not be bandaged or otherwise covered or wrapped as to be occlusive unless
directed by the physician.

. Patients should report any signs of local adverse reactions, especially under occlusive dressings.

. Parents of pediatric patients should be advised not to use tight-fitting diapers or plastic pants on a child
being treated in the diaper area, as these garments may constitute occlusive dressings.
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OVERDOSAGE

Topically applied corticosteroids can be absorbed in sufficient amounts to produce systemic effects (see

PRECAUTIONS)

DOSAGE AND ADMINISTRATION

Apply a thin film of Topicort® LP (desoximetasone) Cream 0.05%, Topicort® (desoximetasone) Cream 0.25%, Topicort®
(desoximetasone) Gel 0.05%, and Topicort® (desoximetasone) Ointment 0.25% to the affected skin areas twice daily.

Rub in gently.

HOW SUPPLIED

Topicort® LP (desoximetasone) Cream 0.05% is supplied in 5 gram tubes for physician samples, 15 gram and

60 gram tubes.

Topicort® (desoximetasone) Cream 0.25% is supplied in 5 gram tubes for physician samples, 15 gram and

60 gram tubes.

Topicort® (desoximetasone) Gel 0.05% is supplied in 5 gram tubes for physician samples, 15 gram and

60 gram tubes,

Topicort® (desoximetasone) Ointment  0.25% is supplied in 5 gram tubes for physician samples, 15 gram and

60 gram tubes.

Store at controlled room temperature 15° - 30°C (59" - 86°F).

Mfd. by: Taro Pharmaceuticals Inc., Brampton, Ontario, Canada L6T 1C1

Dist. by: a division of Taro

USA, Inc., , NY 10532

Topicort® is a registered trademark of Taro Pharmaceuticals North America, Inc.

Revised: June, 2003

TaroPharma™

a division of Taro Pharmaceuticals U.S.A., Inc
5 Skyline Drive, Hawthorne, NY 10532
1-888-TARO-USA (827-6872)

Fax: 1-800-329-TARO (8276)
www.taropharma.com
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