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Drug names
caloipotriol: Daivonex
betamethasone dipropionate +
salicylic acid: Diprosalic

Patients with psoriasis were treated with calcipotriol ointment, 50 jig/g, or betamethasone

dipropionate + salicylic acid, applied twice daily, tor 6 weeks. At the end of the trial

patients took no treatment for a 1-month follow-up period. Extension of the psoriatio

lesion, using a seven-point semiquantitative scale (0, no lesion; 1, lesions involving less

than 10% of the body surface; 2, 10%-30%; 3, 30%-50%; 4, 50%-70%; 5, 70%-90%; 6,

90%-100%), and severity of the erythema, infiltration, and exfoliation, using a four-point

scale (0, no skin involvement; 3, maximal), were assessed at baseline and at the

fortnightly check-ups. The scores were then employed to calculate a PASI score.'' The

dermatologist finally expressed his judgment on the efficacy of treatment, using a five-

point scale ( -1 , worsening; 3, healing). Similarly, patients were asked to express an

opinion on the acceptability of treatment, using a five-point scale (1, nil; 5, excellent). At

baseline and at the second and sixth weeks of treatment, routine laboratory tests were

carried out.

Patients could decide to stop the trial for healing, adverse reactions, or failure. Failure

was defined as no change or worsening of baseline conditions. All patients gave their

witnessed consent to take part in the trial, which was conducted following the conditions

set down in the Declaration of Helsinki. Statistical analysis was carried out using Student's

f-test for independent data to check initial homogeneity and, when appropriate, using the

ratings of efficacy, Mest for paired data, Friedman's test, and the chi-squared test.

Patients were eligible if they were over 18 years of age, of either sex, with mild, stable

psoriasis, and had not used topical for this disease In the 2 weeks prior to the trial or

systemic therapies in the 2 months prior to the trial. Patients with psoriasis affecting only

the face, scalp, and genitals were not admitted. Also excluded were pregnant or breast-

feeding women, and patients requiring vitamin D-based therapies (>400 lU/day) or

systemic steroids. Patients with hepatic or renal failure were not eligible.

A total of 160 patients were enrolled (109 men, 51 women), with a mean age 49.9 ±

14.2 (standard cjeviation) years. Eighty patients (mean age 50.1 ± 14.7 years) were

randomly assigned to treatment with calcipotriol (C), and 80 (mean age 49.7 ± 13.8 •

years) to betamethasone dipropionate + salicylic acid (BD+AS); the two groups were •*

homogeneous. : ^••.i-.:.:,>-":'-n. i v . •̂.: • ' • • ' . • '. . ;

In the group with C, 20 patients stopped treatment before the completion of the trial, ''

and in the group with BD+AS 17 stopped treatment. Ten patients treated with C and

seven with BD-i-AS were healed early; respectively one and three cases were classified

as failures, and three and five were lost to follow-up. There were six cases of

discontinuation because of intolerance or adverse reactions to C, and two because of

intolerance or adverse reactions to BD+AS. ' ,-:.C-..r.-<--

By the end of the trial therapy lesions on the trunk had completely disappeared in 17

patients (21.3%) treated with C and in 13 (16.3%) given BD+AS. Lesions on the arms

disappeared in 17 (21.3%) and 12 (15.0%) patients respectively, and on the legs in 11 ^:.

(13.8%) and eight (10.0%). These reductions were significantly different from baseline ; .-

(P < 0.05, chi-squared test), although the differences between treatments were not

significant for each area.

Erythema of the trunk disappeared in 17 patients (21.3%) treated with C and in 14 537
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(17.5%) given BD+AS. Reductions on the arms were recorded in 20 (25.0%) and 18

(16.3%) patients respectiveiy. isieither drug had much effect on erythema of the iegs;

which did, however, finally regress completely in 16 patients (20.0%) given C and in 10

(12.5%) given BD-I-AS.

Skin infiitration on the trunk disappeared totally in 24 patients (30%) with both

treatments; it disappeared on the arms of 44 patients (55.0%) given C and 45 (56.2%) of

those given BD-t-AS; infiitration disappeared on the iegs in 34 (42.5%) and 29 (36.3%)

patients respectively.

Exfoliation on the trunk disappeared in 39 patients (48.8%) given C and in 33 (41.3%)

of those given BD-I-AS; scaies on the arms were heaied in 49 and 44 patients (61.3%

and 55.0%), respectively, and on the legs in 19 and 30 (23.8% and 37.5%).

At the end of the study the reductions in the scores of erythema, infiltration, and

exfoiiation from baseiine were significant (P < 0.01, Friedman), but not between

treatments (NS, chi-squared test). By 6 weeks of treatment, PASI scores had dropped

66.8% and 60.8% respectiveiy (P < 0.001 from baseline. Student's f-test for paired data,
F i g . 1 ) . 'i': -K * • . ' !C V!r=-i , - - : - t i ; ;:. ; ( ^ : O 0 ' -i^i^-i ;:; ;̂  •

Investigating dermatoiogists assessed 79% of patients in the group with C as 'improved'

or 'healed', and 89.4% of patients with BD+AS. Acceptability was assessed as 'good' or

'excellent' by 83.8% of the patients treated with C, and by 76.3% of those given BD+AS.

Of the 80 patients treated with C, 66 turned up for the visit 1 month after stopping

treatment; and of the 80 given betamethasone, 64 turned up. in many cases improvement

continued to the point of lesions disappearing in ail the areas treated with both drugs, and

somewhat more so in areas treated with C. Erythema, the symptom that took longest to

show an improvement, disappeared in many cases (Fig. 2).

No significant changes were found in the main iaboratory variables. Seven patients in

the group treated with C complained of 11 iocal adverse reactions; burning sensation

(2.5%), itching at ths site of appiication (3.8%), edema (1.2%), foiliculitis (1.2%), erythema

(3.8%), and dry skin (1.2%). i '; ^ ' •-

in four cases treatment was stopped, and two of these were given a topicai steroid and

vaseiine as repiacement therapy. No adverse reactions were reported in the group treated

with BD+AS. <••",'^;, f > ; ' ! ' :» ; , : .= :::. 1

D i s c u s s i o n ^i-o:::-^< >r- ~-:^: r , . « ',•/;-.: •; ••" ^̂  ."• r-v:/, ;

Both test treatments achieved improvement in the overall
symptoms, often completely resolving the episode, although
this does not constitute a lasting cure of the disease, whicb
is chronic. In the group treated with C the percentage
reduction in the PASI score at the follow-up visits, compared
with baseline, was either comparable with or greater than
that achieved with BD+AS. Treatment proved particularly
active on infiltration and exfoliation of the arms and trunk,
although was less active on erythema. The legs were more
resistant to both therapies, but this is expected even though
there is no clinical explanation.

Patients reported that they found C more acceptable,
and also tended to comply better with the dosage schedule
for this therapy.

Analysis of the findings at follow-up after i month gives
rise to an interesting consideration, even though not all
patients turned up. There appeared to be some tendency

PASI

Baseline 10 Tiime (weeks)
(follow-up)

Figure 1 PASI scores during treatment and after i month's
follow-up: n, C (n = 8o); • , BD + AS {n = 8o)

for the benefits to persist in both groups, though obviously
not all patients enjoyed this gain, or at least not for all
the period.

Caicipotrioi was well tolerated at the concentration
tested, as confirmed by the hmited number of mainly mild
adverse events.
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Figure 2 Psoriatic lesions after i month's follow-up after

treatment with C (n = 66) and BD-l-AS (n = 64): D, absent;

• , p r e s e n t , , , « , . , ; / , , . , : - . ; . , , ;:=^ i i , ; : l i . . . -^ : ,

The findings of this trial largely confirm published results,

which have shown the drug's efficacy in cotitrolled trials

against placebo" and in comparative controlled trials using

other cortisone treatments for psoriasis.5''' ,,,,,, .,,', ;,,..5
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Drug names
fluoonazole: Diflucan ., , v
griseofulvin: Fulvicin,
Grifulvin,Grisactin
itraconazole: Sporanox
ketoconazole; Nizoral ' '

terbinafine: Lamisil • '

This trial examined the use of itraconazole in patients with tinea capitis who were either

unresponsive to or unable to tolerate griseofulvin therapy.

An estimated 800 patients from multiple counties throughout Ohio were seen by this ..

clinic for the treatmetit of tinea capitis from 1992 to 1995. Patients were referred by

dermatologists, pediatricians, or primary care physicians, or sought treatment on their

own. Of these 800 patients, 659 had cultures performed at our clinic; computer records

were maintained for all these patients. The remaining patients had cultures taken .. ,

elsewhere and computer records were not maintained. Of the total complement of ..^

patients, 120 had a previous unsuccessful trial with griseofulvin (liquid suspension or

ultramlcronlzed) and were either intolerant or nonresponsive and desired alternative

therapy. Many of these patients had a history of an eruption while on griseofulvin therapy.

It was unclear if this was an id or hypersensitivity reaction as opposed to a true allergy,

but the patients refused further therapy. Other reasons for griseofulvin intolerance or

nonresponsiveness were nausea, headache, photosensitivity, drug interactions, and

simply patient exasperation with months of oral antifungal drug therapy. Failure to comply

with hygienic measures and low dosage regimens also may have contributed to the high

number of patients who were nonresponsive to griseofulvin. One hundred and twenty

patients were treated with oral itraconazole. Subjects ranged in age from 2.5 years to

adult, with the majority of patients falling between the ages of 5 and 12 years. Most of

those treated were black, with men and women approximately equally represented. All but

one patient cultured positive for Trichophyton tonsurans; the remaining patient cultured
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