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AI~sTI:.KT.-.\ double-blind clinical trial comparing a 1 0 5  ointment prepared from 
a 9V; ethanol extract of Lirpiuiis terii i is  seeds with a 0.02c; flumathasone pivalate oint- 
ment and a placebo showed tha t  the  Liipitrits terii i is  extractive was effective in the  
treatment of chronic eczema. The  results obtained with the estract  Tvere statistically 
comparable to  those obtained with the corticoid therapy. 

In  an earlier publication ( I ) ,  XT-e reported the results of an open clinical trial 
to test the effectiveness of an estract of Lzipinzls termis seeds in the management 
of chronic hand and foot eczema. Before proceeding further with the isolation 
of the principleis) responsible for tlie pharmacological activity of this plant: it 
 vas deemed necessary to further confirm the results in a double-blind clinical trial. 

RESULTS ASD DISCUSSIOS 
Tn-enty-four patients suffering from chronic eczema were selected and given 

the estract of L .  f e r m i s  seeds in an ointment form. a placebo (Khite Soft Paraffin 
B.P.)  or LccacortenE Ointment as a standard therapy (tables 1, 2, 3j. 

TThite Soft Paraffin B.P. \i-as chosen as a placebo to eliminate any bias n-hich 
may be due to an improvement in the patient's condition resulting from the 
emollient effect of the ointment base. LocacortenE Ointment, n-hich contains 
as active substance a synthetic corticoid ester and which is often used in the 
treatment of this condition, JT-as considered to be a suitable standard for rating 
the activity of the plant extract. 

Evaluation of the treatment was according to \~-liether or not an  improvement 
was observed in the symptoms of the disease namely, erythema, pruritus, scaling, 
infiltrate. crusts arid or fissures. Each symptom was assigned a number ( O =  
absent, 1 =slight. 2 =present, 3 =severe) and the overall evaluation of each case 
 as a total assessment of the symptoms at  the end of the trial (9 weeks from 
coniniencenient of treatment or the time of complete resolution of lesions or 
termination of tlie trial a t  the request of tlie patient). Each patient n-as then 
recorded as showing no response (0). a moderate response ( I + ) ,  a good response 
( 2 + j .  a very good response (:3+) if all the clinical symptoms were absent. 

Fifty percent of the patients treated with L.  termis ointment had complete 
resolution of lesion and 12"c showed partial improvement. This further sub- 
stantiates our earlier finding d i e r e  52% of the patients had complete resolution 
of their lesions and had partial resolution (1). 
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TABLE 1. L.  fermis ointment group.8 

Duration of 
illness before 
commencing 
treatment 

Patient Symptoms: Tspe and distribution 
of chronic eczema 

1. Male 
51 years 

2. Male 
13 years 

3.  Male 
17 years.. 

Foot. Dorsum of feet 
round ankle. 

Legs. 

Foot. Dorsum of both 
feet. 

4. Female 
43 years.. 

5 .  Female 
24 years, . 

6. Female 
11 yeam. 

7. Female 
17 years.. 

8. 19 years.. I 

Hand and foot. 

Foot. Both feet 

Foot 

Foot. Dorsum of feet. 

Foot. 

2 months Before treatment 
7th tieek: 

2!1 months 

4 months 

12 years 

2 vears 

Several 
years 

2 years 

1 year 

Before treatment: 
2nd week: 

Before treatment: 
9th neek: 

Before treatment: 
6th week: 

Before treatment: 
5th week: 

Before treat men t : 
i t h  week: 

Before treatment: 
6th week: 

Before treatment: 
3rd week: 

E P  S I C F b  Result of treatmentc 

On i t h  t ieek,  lesions 
tiere completely 
resolved. 
[Very good (3+)]. 

On 2nd tieek, eczema 
exacerbated; severe 
itching; trial dis- 
continued. 
[No success (O)]. 

On 9th week, all symp- 
toms disappeared, ex- 
cept for a slight in- 
filtrate. 
[Goad US)] .  

On 6th week, lesions 
were completely re- 
solved. 
[Very good (3+)]. 

On 5th ueek, lesions 
were completely re- 
solved. 
[Very good (3+j]. 

On 7th week, lesions 
were completely re- 
solved. 
Wery good (3+)]. 

On 6th aeek ,  patient's 
condition got m-orse; 
trial discontinued. 
[No success (O)]. 

On 4th tieek, patient 
defaulted; trial stopped. 
[No success (Oj]. 

.An analysis of variance (ANOVA) for the drug effect by the groups, sex a-ith age showed that the only significant 

Kewman-Keuls test for comparison of means of the three groups shotied pi0.01 for the ttio drugs versus placebo. 
bSymptoms: Erythema (E), Pruritus (PI, Scaling ( S ) ,  Infiltrate (I). Crusts (C),  Fissures (FI. 
CResults were rated as Very good (a+), Good 

factor was the drug groups. 

Moderate ( I f ) ,  KO success (0). The numbers assigned to the 
ratings tiere used lor statistical evaluation. 

I n  the group treated with Locacortena Ointment, it was found that 63% 
of the patients had complete resolution of lesions and 37% showed partial 
improvement. 

The results with L. termis ointment and Locacorten" Ointment are statistically 
comparable and show a significant difference from the placebo. Subjectively, 
i t  appears that  the corticoid ointment is somewhat better than the extractive 
a t  the concentrations used, especially in cases where partial resolution of the 
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TABLE 2 .  Placebo group.' 

4. Female 
18 years 

5 .  Female 

Patient 1 Type and distribution 
1 of chronic eczema 

Hand and foot 

Duration of 
illness before 
commencing 
treatment 

i. Male 
18 years 

Symptoms: 

Foot 

E P S I C F b l  Result of treatment? 

I 
1. Female ' 

17years ~ Foot. Both feet 

2. Male 
2 i  years 1 Foot Dorsum of left I foot and right lep. 

3. Male 
54 years 1 Leg 

8. Male 
15 years ! Foot. 

1 year 

2 years 

3 months 

3 months 

3 months 

5 months 

5 years 

5 years 

Belore treatment: 
9th tieek: 

Before treatment: 
9th week: 

Before treatment: 
4th tieek: 

Before treatment: 
9th week: 

Before treatment: 
5th a-eek: 

Before treatment: 
9th week: 

Before treatment: 
1st tieek: 

Before treatment: 
2nd week: 

I 2 3 3 0 3  
0 2 1 2 0 2  

1 2 1 3 0 0  
1 2 0 2 0 0  

3 3 2 1 2 0  
2 3 0 1 1 0  

2 1 1 1 1 0  
2 3 0 1 0 0  

2 1 2 l l O  
3 3 0 1 1 0  

3 3 3 2 3 3  
2 2 0 1 0 2  

0 1 2 3 0 0  
0 0 1 2 0 0  

2 3 2 2 1 0  
3 3 1 2 1 0  

On 9th u-eek, lesions 
tiere still unresolved. 
[Yo success (O)].  

On 9th tieek, lesions 
were still unresolved. 
[ S o  success (011. 

On 4th a-eek, lesions 
a-ere unresolsed; severe 
itching; trial dis- 
continued. 
IS0 success (011. 

On 9th a-eek, lesions 
a-ere unresolved; severe 
itching. 
190 success (0)). 

On 5th week, lesions 
xere unresolved; pa- 
tient's condition got 
worse; trial dis- 
continued. 
1x0 success (011. 

On 9th n-eek, patient 
tias still complaining 
of itching, fissures and 
ergt hema. 
[Moderate success (If)] .  

On 1st week, lesions 
a-ere still unresolved; 
patient defaulted. 
[No success (O)]. 

On 2nd week, the con- 
dition got tiorse; trial 
discontinued. 
IN0 success (0)). 

~~ 

as b, CRefer to footnotes in table 1. 

lesions was observed (tables 1, 3 ) .  -4 much larger population of patients would 
be needed t o  provide a definitive answer in this matter. 

I n  the earlier trial, it was found that some patients complained of itching 
which was improved by administration of an oral antihistamine. Pruritus is a 
symptom of the disease (tables 1, 2 ,  3),  but the ointment base and the extract 
may have Contributed to its increase (compare table 1 and 2 to table 3) .  This 
complication may have contributed to the high rate of defaulting observed earlier. 

Further work is in progress to identify the active principle(s) and to assess 
the efficacy of this plant in other types of eczema and dermatological disorders. 
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T IULE 3 .  Locacortene ointment group." - ___- 
I I 

Pstient 

I 
I 

I 

Duration of 

of chronic eczema commencing 
TJ-peand distribution 1 illness before , Svinptom~:  IE P S I C FI 

, 
I treatment 

Result of treatmentc 

Leg Right andleft 

1. Female ~ 

18 years ! 

' 

10 \-ears 

Before treatment: 3 3 2 3 3 0 
2nd n-eek: 0 0 0 0 0 0 

I ! 
i i 

Before treatment 
9th aeek 

On 2nd n-eek, lesions 
were completely re- 
solved. 
Kerj- good (3+)]. 

3 3 2 3 3 0  
1 1 0 2 0 0  

On 9th n-eek, scaling and 
crusts disappeared; ery- 
thema, pruritus and in- 
filtrate still present. 
Illoderate (1+)1. 

On 1st week, moderate 
improi-ement u-as ob- 
served; then patient 
defaulted. 
Illoderate (IC)].  

On 7th n-eek, lesions 
were completely re- 
solved. 
(Very good (3+)]. 

On 9th week. lesions 
aere  completely re- 
solved. 
[Very good 13+)]. 

7 3 ears 2' I 1 year 1 Before treatment: 
~ 1st week: 

3 3 3 3 3 0  
2 1 1 2 1 0  

i 

5 years 

4 >ears 

2 3 ears 

3 months 

19 years 

3 :.ears 

2 3 2 3 3 0  
0 0 0 0 0 0  

Beiore treatmen t. 
i t h  melt: 

Beiore treatment 
9th neek: 

4. Female 
22 years 1 3 3 3 1 3  

0 0 0 0 0 0  
Foot. Right and leit. 

5 .  Xale - I  , years , Leg. Left. ~ 

6. Male ~ 

65 )-ears 1 3 1 2 3 1 3  
0 0 0 0 0 0  

On 4th n-eek, lesions 
n-ere completel3- re- 
solved. 
[Very good ( 3 t ) l .  

On 9th a-eek, pruritus 
and infiltrate n-ere still 
present. 
Illoderate ( l t ) ] .  

On i t h  week, lesions 
were completely re- 
solved. 
[Very good (3+.)1. 

Hand and foot. ~ Beiore treatment 
4th neek. 

7. Female ' 
25 years 1 ! i Before treatment: 

9th week: 
2 3 2 3 1 0  
0 1 0 3 0 0  

Leg. Right. 

8. Male 
3 1 1 3 2 0  
0 0 0 0 0 0  

Foot. Legs and dor- 1 
! sum of feet. 1 

Before treatment: 
i t h  week: 

a, b, CRefer to footnotes in tnble 1. 

EXPERIJIENTAL 
PLI\T 21 ~ T E R I  IL - - L I I ~ ~ ~ I ~ s  t e r w i s  Forsk 

PREP~RITIOY 07 OIVTVE\TS -The seeds ne re  powdered a s  described earlier (1) 

(Leguminosae) seeds were obtained from the 
local market in Khartoum (1) 

How- 
ever, a Soxhlet u a s  not used for extraction Instead, the  9jC, ethanol extract was obtained b y  
percolation of the  poudered material at  room temperature folloued b j  removal ot the  solvent 
under vaciiiim, a 1 0 5  n w red-broan extractive was obtained To prepare a 1 0 5  1% 1% oint- 
ment, the  extract u a s  blended n i t h  White Soft Paraffin B P 

LocacortenE Ointment iCiba) consisted of 0 0 2 5  flumethasone pivalate in an ointment 
base 

The three preparations ( L ~ r p i ~ z s  tcrmzs ointment, White Soft Parafhn B P and Locacortenz 
Ointment) ne re  dispensed in identical containers nh ich  mere carefiillr wrapped and randomly 
numbered 
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SELECTIOS OF P . L T I E S T S . - - . ~  %-it11 t lie previijii.; trinl, patients were randonily selected. 

.lppl.Ic.\TIns 01' OlSTMEST.-Tlie patierits \yere :idvised t i )  appl>- t lie ointment a s  R t l i in  
XIJ occliisive dressing was iised, anti n o  restrict ions ( i n  diet o r  

They  had no known histor!- of allergy. 

cover morning and evening. 
cleansing habits were imposed. 
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