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Use of Topical Products

EDITORIAL

ety

for Maintaining Remission in Rosacea

N THE 1994 issue of the ARCHIVES in an edito-

rial on rosacea, I described the combination regi-

men of systemic tetracycline (beginningat 1 g/d

in divided doses) and topical metronidazole.!
Typically, after 1 to 3 months of systemic tet-
racycline plus topical metronidazole, I can wean pa-
tients from the systemic agent completely to the topical
metronidazole alone. Knight and Vickers? studied 68 pa-
! tients who achieved remission with systemic tetracy-
™ .~ cline. Within 1 month of tetracycline withdrawal, 25%
E D of these patients relapsed, Within 6 months, two thirds

of the patients relapsed. In my practice, topical agents, .

such as metronidazole, appear to maintain the remis-
tlm_];ggg%s_o Knight and Vickers.
~ Although not cited by Dahl et al 2 those who follow
the rosacea literature will note extensive similarities be-
tween the remission-inaintaining regimen described and
its rationale.in my editorial’ and the protocol and hy-
pothesis in their study. Dahl et al® observed that “the re-
lapse rate in the vehicle-treated group agrees with the re-
sults of Knight and Vickers,"? and they also found that
42% of subjects applying the vehicle experienced re-
lapse compared with 23% of subjects applying metroni-
1.

While I am pleased that my earlier clinical obser-
vations were borne out by a multicenter, randomized,
double-blind, placebo-controlled study, I still believe
that scientific evidence from such trials will, in the end,

. take us only so far in our care of patients. Having
. " worked at the Food and Drug' Administration for nearly
"' 5 years and having been a clinical pharmacologist as
well as a dermatologist for many more years, I have had

the opportunity to review many such multicenter, ran-
domized, double-blind, placebo-controlled studies,
Although my appreciation of the value of clinical trials

has deepened, so has my appreciation of the art of clini-

cal medicine.

Clinical trials are rarely models of clinical practice.
Instead, such studies are typically designed to tease out
only one of many factors that may affect a patient's out-
come. In drug studies the goal is usually limited to dis-
cerning only the contribution of a specific active drug
chemical. In the real world, clinicians almost never rely
on the active drug alone. My impression is that patients
in the care of good clinicians often have better out-
comes than might be predicted by drug studies.

" The arguments about evidence-based medicine
have degenerated in some discussions into a false
. dichotomy—science vs art. Scientific studies are held by

extremists at one end as the only basis for clinical dect-
sions. At the other end, the patient is seen as too com-
plex to ever be reduced to the single factors controlled
for in clinical studies. The truth is that the cliniclan
must consider results from randomized clinical trials in
clinical decisions, but to limit diagnosis, prognosis,
decision analyses, and therapeutics for an individual
patient to such scientific evidence is to offer suboptimal
care. It is not science vs art, but science and art that
form the best care. : :

Returning from this digression on the:epistemol-
ogy of clinical medicine 10 the individual patient with
rosacea, I offer the following suggestions on the art of
maintaining remissions:

* Carefully assess whether ocular rosacea is present. The
article by Dahl et al® is silent on ocular rosacen. How-
ever, considering cutaneous rosacea alone is insuffi-
cient in decisions regarding therapy and remissions.
Patients should be asked about the use of eyeclrops,
contact lens intolerance, and the sensation of dry eyes
or “blood-shot” eyes [or no apparent reason. Cutane-
ous topical therapy alone for rosacea is only appro-
priate when there is no active ocular rosacea,

¢ Carefully assess whether the patient has flushing re-
actions or erythematous or stinging respomnses of fa-
cial skin. Avoidance of excessively hot foods or bey-
erages* can be critically important in the individual
patient. Sunscreens that do not irritate’ and switch-
ing to therapies that do not have flushing as an ad-
verse effect for concomitant conditions, such as hy-
pertension,® can similarly be important.o remission
maintenance. K - )

* Carefully select the topical drug product to achieve re-
mission maintenance. In 19941 discussed topical met-
ronidazole that was “the only topically applied sgent
currently approved to be marketed for rosacea.” Now,
of course, there are other agents and mutltiple prod-
ucts. The clinician should find that product which the
individual patient with rosacea tolerates best. Qcca-
sionally, but fortunately not so often today because of
the multple approved choices, this may require ex-
temporaneous compounding, '

Carefully select the timing of the discontinuation ol

the topical drug product. No patient wants to con-

tinue even topical therapy forever, I tell patients that
cure is a 4-letter word and that remission is the gosl
of therapy. Sometimes the remission is permanent

The clinician should inquire about which times of

the year most exacerbations occur and wlhat s of

the year the patient has the f woat thne of

y patient has the lewest problems with

g
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atients in my experience thought that
:ﬁﬁﬁ»m&as best controlled in the summer
months. Accordingly, if patients did not identify
summer as a time when rosacea flared, I gnf:ouraged
them to continue topical therapy to maintain remis-
sion for at least 6 months and, in the absence of a
flare. to discontinue the topical product during the
o zl;'::?:xcl{y emphasize that even after discsontinuing the
topical therapy the use of a nonirritating sunscreen
and the avoidance of things that cause flushing or
facial skin stinging and redness may still be very
helpful. A daily facial skin cleansing ritual that avoids
ircitation has been the cornerstone of my approach:
(13 wash the face with water that is lukewarm; )
use a gentle cleanser that is soapless; (3) use the fin-
gertips and not a washcloth or a sponge; (4) blot dry,
but do not rub, with a thick-pile cotton towel; (5)
initially wait 30 minutes, then apply the prescrib.ed
topical agent. With subsequent cleansing the 30 min-
utes may be reduced by 5-minute increments until
any stinging sensation occurs when the topical prod-
uctis applied. The patient should select a time after
which such stinging never occurs; and (6) wait 5 to
10 minutes after applying the topical product before
applying cosmetics or moisturizers, -

While it is personally reassuring and useful for all
to have scientific confirmation for this part of my clini-
cal regimen for rosacea, limiting one's clinical regimen
literally to the treatment evaluated by Dahl et al’ could

shortchange patients with rosacea and be hazardous tc
those with ocular involvement, One of the most com
pelling reasons for the specialty of dermatology is the neec
for clinicians who can interpret and transcend the sci-
ence when caring for patients with skin disease.

Jonathan K. Wilkin, MD .

Division of Dermatologic and Dental Drug Products
Food and Drug Administration

9201 Corporate Blvd

Rochville, MD 20850 ,

(e-mail: wilhinj@cder.fda.gov@internet)

The views in this editorial are solely those of the author and
are not necessarily the views of the Food and Drug Admin-
istration,
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