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FLUOCmOLONE ACETONIBE 0-2% CREAM—
A CO-OPERATIVE CLINICAL TRIAL*

C. W. MARSDEN

SUMMARY.—The response to a 0-2% fluocinolone acetonide cream is reported
in 192 patients with a variety of skin conditions. Results were particularly
successful in chronic discoid lupus erythematosus, necrobiosis lipoidica, lichen
planus and granuloma annulare. Some cases of pustular psoriasis of the palms
and of keloids responded well. Occasional benefit occurred in mycosis fun-
goides and in pemphigus erythematosus but in general the results in these last
2 conditions were disappointing. No serious adverse effects were seen in this
series.

To publish another paper on the use of topical corticosteroids might seem
superfluous. To do so demands that the corticosteroid should be either cheaper,
safer, or more effective in responsive conditions or that it should increase the
range of diseases in which topical corticosteroids are effective. This paper is
concerned merely with this last advantage.

In 1964, Tye, et al., described the beneficial results in a ease of pemphigus
erythematosus treated with 0-2% fluocinolone acetonide cream. At that time
some response was also reported in pretibial myxoedema by Kriss et al. (1964)
and in a case of granulomatous hypersensitivity by Epstein and Allen (1964).
Further good results in pemi)higus erythematosus have been reported by Baer
et al. (1966) and by Orfuss et al. (1966) and in pretibial myxoedema by Shasky
and Nelson (1966) W d Kriss et al. (1967).

Other wTiters have roported benefit in mycosis fungoides (Farber et al., 1966;
Tuffanclli, 1966) and in e])idermolyais bullosa (Soverin and Farber. 1067). Tm-
perato and Callaway (1967) rei^rted their findings in a variety of conditions, chronic
discoid lupus erythematosus, granuloma annulare, necrobiosis lipoidica, keloids
and single cases of hypertrophic lichen planus, lymphocytoma and polymorphous
light eruption,

MATERIALS AND METHODS

The present series comprises 192 patients with a variety of skin conditions, who
received treatment with 0-2 % fluocinolone acetonide in a cream base. The cream
was applied 3 times daily, without occlusion, by the majority. Occlusion was
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ust*d in a few patients, for example those with necrobiosis Jipoidica. Skin disease
liad Tiecn present in most jmtients for years and previous treatments had included
a variety of topical corticosteroids besides otlier therajiy.

The results were recorded on a standard reporting form and a summary of the
diseases together with tho response aehieved is given in the table. Photographs
before and after treatment show the result* in four representative conditions.

TAHLK T.̂ —Response, to Treatment ivifh 0-2 % Fhioeinolone Acetonide Cream in
Various Shin Disorders

Diagnosis
I.upiiH orythoraatosus

(Chi-onic Discoid)

Necrobiosis Lipoidioa

Alycouid Fungoidea
Other types

Psoriasis
Pustular Palms
Other types

Keloids
(rraiiulonia annuUire
Bullous eruptions

Pon!])higiis Erythematttsufl
Demiatiti.s Hcrijotifurmis
Epidprnmlysis Bullosa
Resislunt oczcmtv,

Jiruritus ani and prurigo

Lichen planus verruooeus
Miscollanoous

Total

Clear
20

4

2
1

3
1
2
1

I
—
—

4

2
2

43

Significant
Rpwponiie

4!)

13

4
—

7
4
7
5

I
—

2
7

4
2

iiffy

DISCUSSION

Poor or no
rp!*[Mins<e

0

1

a
2

5
1
3
1

1

—
2

1
7

41

Worse Comment
1

—

1
—

—
—
—
—

1
—
• — •

. — -

—

—

3

2 cases wero
regarded an
showing signs of
systemic tyfio
4 cases with
(icclusion at
night

loinporary
rosponso in
parapiiioriasis

adult tyĵ o
dystrophic type
failuros:
ehronie eezema
of palms 1,
pnirigo
nodularia 1

see text

Total
7fi

18

13
3

16
6

12
7

4
ri
2

13

7
II

192

The largest series of cases treated was lupus erythematosus (76 patients)
and these can be considered in greater detuil. Duration of the disease was bet-
ween I) months and 37 years with iin average of i)-.S years. Over 60% (fi2-0 %)
liad already been treated with topical corticosteroids. 20 % (19-7 %) with ocelusion.
Eight cases (11-25%) had previously received treatment by intralesional injection
of corticosteroids, a method recommended for long-standing eases persisting after
treatniont with antimaliii-ials (Kowell, 19()2). Sixty per cent (59-2 %) had received
antimalai'ials. leading in 2 cases to retinopathy. Tlie results in this condition
were impressive; several clinicians noted that after a significant response to the
0-2% cream many cases could be maintained with fliioeinolonc acetonide at the
usual 0-025 % concentration.

Particular care is necessary- in assessing the results in mycosis fungoides. Any
res}wns(̂  in the sldn manifestations is xmlikcly to be more than teni]>orary. In
this series the disease had been present for from 3-30 years (average 15-7 years).
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Six of the 1.3 jiatients had received topical corticosteroids previously and 8 had
been treated with electron beam or radio-therapy. Although 2 patients showed
a dramatic response the overall picture was less encouraging than that rei)orted
by previous authors (Farber et al, 1966; Tuffanelli, 1966).

Very great improvement, in some cases the clearing of all active lesions leaving
only scarring or pigmentation, was seen in necrobiosis lipoidica and in lichen
planus verrucosus. Although granuloma anmilare may often remit without
obvious cause the condition had been present in some patients for years without
changing clinically.

In pustular psoriasis of the palms and in keloids the response was variable.
Some jiatients improved markedly or even cleared whilst others failed to respond.
The reasons for this variation are not obvious.

The results in bullous diseases are interesting. Success in pemphigus erythema-
tosus has been reported by a number of authors (Tyoef ra?.. 1964; Baer et al., 1966;
Orfuss et al., 1966). In our series a satisfactory response was seen in 2 cases with
failure in 2 others. Two cases of dystrophic epidermolysis bullosa, a brother and
sister, showed considerable benefit. This has also been reported by Severin and
Farber (1967). Dermatitis herpetiformis in 5 patients was not relieved.

The material was also applied to a miscellaneous group of conditions. One
case of polymorphous light eruption and one of Barier's Disease benefitted. A
poor result was recorded hi single cases of aimular sarcoidosis, pretibial myxoe-
dema, morphea and alopecia areata.

SIDE EFFECTS
No important side eifects were seen. Single patients com}ilaincd of pain,

itching and burning after application of the cream. One patient (long-standing
chronic discoid lupus erythematosus) developed superficial ulceration which
healed rapidly on changing to 0-025% fiuocinolone acetonide cream. Two cases
of folliculitis were reported. In this series no atrophie striae were observed
although there is no reason to suppose that this may not occasionally occur as
with other powerful topical corticosteroids. Topical steroids should, of course,
always be prescribed iu the lowest effective concentration.

There was no clinical evidence of systemic absorption. Biochemical studies
were not made in this series but have been can-ied out iu America (personal
communication, Sjaitex Laboratories, Palo Alto, California). Using the measure-
ment of 17-oxosteroid8 by the method of Drekter (1952) with modification by
Sobel (1958) and Golub (1958) and the 17-oxogenic steroids by either the method
of Sobel (1958) and Golub (1958) or that of Rutherford and Nelson (lOOri) in 6
adults with continuous occlusion for periods of over 12 hr. no significant change
in adrenal function was seen with amounts ranging from 1-3 O. cream daily in
4 patients with psoriasis vulgaris and with 5 G. daily in 2 normal subjects.

It is impossible to namo all thoso members of the various hospital staffs who assisted with this
study. In particular, however, we would like to thank the patients for their helpful co-oporation.
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