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Background Calcipotriol (DAIVONEX) ointment has been shown to be effective in the
treatment of chronic plaque psoriasis.

Objective To assess the efficacy and safety of calcipotriol ointment (50ug/g) in the treatment
of chronic plaque psoriasis.

Patients and methods A total of 61 patients (39 males, 22 females, age range from 18 to 76
years) of chronic plaque psoriasis were enrolled in an open prospective trial. 51 completed
the study. Calcipotriol ointment was applied twice daily for up to 6 weeks on lesional area,
following a 2 weeks washout phase with liquid paraffin. Efficacy, as measured by the
Psoriasis Area and Severity Index (PASI), and safety were assessed at 2, 4 and 6 weeks.

Results Reduction of PASI was statistically highly significant at all visits. The mean PASI

fell in 6 weeks from 10.47 to 2.18 (P<0.001). Analysis of patient assessment at 6 weeks
showed total clearance in 8% of patients and marked improvement in 71% of patients. The
serum calcium level remained unchanged.

Conclusion Topical application of 50ug/g calcipotriol ointment was found to be effective and
safe in the treatment of chronic plaque psoriasis.
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even more effective than, 0.1%
betamethasone 17-valerate ointment™® and
more effective than short contact dithranol
therapy in plaque psoriasis.” The aim of

the present study was to assess the
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differentiation and an inhibitor of cell
proliferation in human keratinocytes.? It is
effective as a topical treatment for chronic
plaque psoriasis.** It is as effective as or
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safety, and tolerance of twice daily
application of 50ug/g calcipotriol ointment
in the treatment of chronic psoriatic plaque
in Bangladeshi skin.
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(50pg/g) was conducted in the department
of Dermatology and Venereology,
Bangabandhu Sheikh Mujib Medical
University, Institute ~ of
Postgraduate Medicine &  Research,
Dhaka, Bangladesh, during July 1999 to
June 2000. Sixty one outpatients (39
males, 22 females), aged 18-76 years
(mean age 41.10), suffering from chronic
plaque psoriasis were enrolled and fifty

formerly

one completed the study. Patients were
required to provide signed consent. The
exclusion criteria were: acute guttate,
pustular or erythrodermic psoriasis,
unstable psoriasis during the washout
period, systemic antipsoriatic treatment or
ultraviolet therapy during the 16 weeks
preceding the study, pregnancy, wish to
become pregnant during the study period
or lactating mother, concurrent medication
with > 400 i.u. vitamin D daily, calcium
tablets, or any other medication which
could affect the course of the disease (e.g.
lithium, beta-blockers, captopril, thiazide
diuretics), abnormal renal and hepatic
function and hypercalcemia. The first
phase of the study was a 2-week wash-out
period during which patients applied white
soft paraffin as an emollient twice a day. If
the psoriasis remained stable, patients then
proceeded with topical application of
calcipotriol ointment twice daily for up to
6 weeks on lesional area except the head
and skin folds. The maximum amount
allowed was 100gm/week. Low potency
topical steroids were advised for treatment
of lesions on head or skin folds. Patients
were assessed at entry into the study and
every two weeks during the treatment
phase. At each visit, the investigator
assessed the extent (graded 0-6) and
severity of the psoriasis (graded 0-4) with
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Table 1 Parameters assessed in this study

Assessment of extent of psoriasis
0. No involvement

1. <10%
2. 10-29%
3. 30-49%
4. 50-69%
5. 70-89%
6. 90-100%

Assessment of severity of psoriasis (erythema,
thickening, scaling)

0. Absent
1. Slight
2. Moderate
3. Severe
4. Very severe
Overall efficacy assessment
1. Worse
2. No change
3. Minimal improvement
4. Moderate improvement
5. Marked improvement
6. Cleared
Assessment of acceptability
1. Very poor
2. Poor
3. Acceptable
4. Good
5. Excellent

scaling by means of a modified Psoriasis
Area and Severity Index (PASI)®* scoring
system (Table 1). The areas assessed were
trunk and limbs. The head was excluded
from the assessment. Overall efficacy
assessment was undertaken by the
investigator and the patient, after 2, 4 and
6 weeks treatment using a six point scale
(Table 1). An overall cosmetic
acceptability assessment was made by the
patient at week 6 (graded 1-5; Table 1).
Blood samples for serum calcium levels
were estimated on entry and at the end of
treatment.
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Results

Sixty one patients entered the study (39
males, 22 females). The mean age was
41.1 (range 18 to 76 years). Ten patients
withdrew from the study (4 defaulted, 3
unacceptable responses, 3 adverse events).
There was a statistically significant
reduction in the mean (+SD) PASI which
fell from10.47 + 4.24 at the start of
treatment to 2.18 + 0.54 at the end of
treatment (»<0.001). Among patients who
completed the study, total clearance of
psoriasis (PASI score reduced to zero from
baseline) at the end of treatment occurred
in 8% of patients. Marked, moderate and
minimal improvement was observed
respectively in 71%, 9%, and 7% of
patients (Figure 1). Worsening of
psoriatic lesions in 3% and no change in
psoriatic lesions in 2% of patients were
found (Figure 1). Cosmetic acceptability
of calcipotriol ointment was found to be
good or excellent in 88% of patients.
Fifteen patients reported adverse events,
the most common being local irritation (8
patients) which was mild and transient.
Calcium level remained normal in all
patients after completion of treatment.

Discussion

Twice daily 50ug/g calcipotriol ointment
for 6 weeks resulted in total clearance of
psoriasis (PASI score reduced to zero from
baseline) at the end of treatment occurred
in 8% of patients. Our results showed that
there was marked improvement of lesions
in approximately 71% patients (Figure 1).
These results are similar to those obtained
previously.>** There was a highly
significant reduction in the mean PASI at

Table 2 PASI score during the 6 weeks of
treatment phase

Baseline 10.47+4.24
2 weeks 5.92 +3.12

4 weeks 315+ 1.42
6 weeks 2.18 +0.54

Data are expressed as mean +SD. Differences
between treatments are statistically significant,
p <0.001(paired t test).

100%-7
0% 0 No change
80%-
° O Worse
70%1
60%1 O Total clearance
50%-1
40%1 0 Minimal
30%1 improvement
20% O Moderate
10% improvement
0% O Marked
1 improvement

Figure 1 Investigator’s overall efficacy
assessment at the end of 6 weeks of treatment.
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Figure 2 Mean PASI ¢ standard error of the
mean) before and during treatment.
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each visit, compared with baseline. The
most rapid reduction occurred in the first 2
weeks of treatment (Figure 2 and Table 2)
which is comparable with other studies.’'
Maximal reduction in mean PASI found at
6 weeks which was also noticed by other
researchers.”!!

No serious adverse events were reported
or observed. Some irritation of lesional
and perilesional skin was not uncommon.
In our study, irritation occurred in
approximately 16% of patients which was
also reported in other studies.*” Worsening
of psoriasis while on treatment in three
and no change in psoriatic lesions were
found in one patient (Figure 1). In the
present study, ten patients withdrew from
the study; four defaulted, three were
unacceptable responses and three had
adverse events. At the end of treatment,
overall acceptability was good or excellent
in 88% of patients. Serum calcium level
remained within the normal range in all
patients in our study and no significant
change in serum calcium levels were also
reported in numerous studies.'’*6%1213
Studies with calcipotriol have shown that
application of up to 100g (50ug/g) per
week carries no risk of hyperglycemia. In
conclusion, this open study demonstrated
that twice-daily application of 50ug/g
calcipotriol ointment is safe and well
tolerated in the treatment of chronic
plaque psoriasis.

Acknowledgement
This study was supported by Leo

Pharmaceuticals products, Dhaka,
Bangladesh.

218

References

Agha Masood Choudhary et al.

Binderup L, Bramm E. effects of
a novel vitamin D analogue MC
903 on cell proliferation and
differentiation in vitro and on
calcium metabolism in vivo.
Biochem Pharmacol 1988; 37:
889-95.

Kragballe K. MC 903. a non-
calciotropic vitamin Dy analogue
stimulates  differentiation and
inhibits proliferation of cultured
human keratinocytes. J invest
Dermatol 1988; 91: 383 (Abstr).
Kragballe K, Beek HI, Segaard
H. Improvement of psoriasis by a
topical vitamin D; analogue (MC
903) in a double blind study. BrJ
Dermatol 1988; 119: 223-30.
Kragballe K. Treatment of
psoriasis by  the  topical
application of novel vitamin B
analogue (MC  903). Arch
Dermatol 1989;125: 1647-52.
Kragballe K, Gjertsen BT. De
Hoop D et al. Double-blind,
right/left comparison of
calcipotriol and betamethasone
valerate in treatment of psoriasis
vulgaris. Lancet 1991; 337: 193-
6.

Cunliffe WJ, Berth-Jones ],
Claudy A et al. Comparative
study of calcipotriol (MC 903)
ointment and betamethasone 17-
valerate ointment in patients with
psoriasis vulgaris. J Am Acad
Dermatol 1992;26: 736-43.
Berth-Jones J, Chu AC, Dodd
WAH et al. A multicentre
parallel group comparison of
calcipotriol ointment and short
contact dithranol therapy in
chronic plaque psoriasis. Br J
Dermatol 1992;127: 266-71.
Frederiksson T, Petterson U. Oral
therapy with a new retinoid.
.Dermatologica 1978; 157: 238-
44.

Darley CR, Cunliffe WJ, Green
CM et al. Safety and efficacy of
calcipotriol ointment
(DOVONEX) in treating children
with psoriasis vulgaris. Br J
Dermatol 1996; 135: 390-3.



Journal of Pakistan Association of Dermatologists 2004; 14: 215-219.

10.

11.

12.

SN Tham, KC Lun, WK Cheong.
A comparative  study  of
calcipotriol ointment and tar in
chronic plaque psoriasis. Br J
Dermatol 1994;131: 673-7.
Dwyer C, Chapman RS.
Calcipotriol and hypercalcemia.
Lancet 1991, 338: 764-5.
Dubertrat L, Wallach D.
Souteyrand P et al. Efficacy and

13.

safety of calcipotriol (M C 903)
ointment in psoriasis vulgaris. J
Am Acad Dermatol 1992; 27:
983-8.

Klaber MR, Hutchinson PE,
Holden C et al. Long term
treatment of psoriasis with
calcipotriol. Br J Dermatol 1992;
127 (Suppl. 40):17 (abstract).

219



