
Psoriasis is a chronic recurrent problem affecting the skin, nails, and joints.

It affects 0.6–4.8% of the general population1 and is grouped under the

papulo-squamous disorders. Intensive research is ongoing globally for

effective management of the disease. The therapeutic options currently

available2–6 include both topical—emollients, moisturizers, tars, anthralins,

topical corticosteroids, vitamin A analogs, and vitamin D analogs—and

systemic treatments—corticosteroids, methotrexate, cyclosporine, etretinate

(retinoids) and other immunomodulators, and hydroxyurea, among others.

Phototherapy and photo-chemotherapy are also being used extensively.

Finally, new biologic drugs have recently been approved by the US Food and

Drug Administration (FDA). Affordability, availability, and side effects of

prolonged use of the above therapies still remain a challenge and concern.

In general, herbal formulations are less expensive than the above therapies

and are known to minimize the risk of side effects; they therefore provide a

viable alternative for the management of psoriasis. Several herbal

formulations are in clinical use in the Indian system of traditional medicine

to treat skin diseases,7 but they are often undocumented and not clinically

or scientifically validated. There are increasing research efforts to develop

herbal formulations to treat psoriasis,8–12 and there is a continuing need to

develop herbal formulations to treat psoriasis effectively with minimal or no

side effects. This article presents the results of clinical and histopathological

evaluation and scientific validation of a herbal formula containing Wrightia

tinctoria and Cocos nucifera that has been developed by a dermatologist

and proved to be safe and effective in the management of psoriasis. 

Study Materials and Method

The clinical study was organized and conducted by an independent contract

research organization (CRO) (ClinRx Laboratories, India), as per good clinical

practice (GCP) guidelines. Thirty patients—both male and female—aged

22–64 years with psoriasis vulgaris (confirmed by histopathology) were

voluntarily recruited as per the inclusion/exclusion criteria defined in the

study protocol approved by the ethical committee. The recruited patients

were randomly assigned to two groups of 15 patients each. One group

(treatment group) was treated with topical administration of the herbal

formula in ointment form, applied twice daily. The herbal formula was an

ointment prepared from an extract of W. tinctoria (5% w/w) and C. nucifera

(qs) manufactured by Trichy PharmaChem (P) Ltd, available under the brand

name RegSoR®. The second group (control group) was treated with the

topical administration of dithranol ointment (manufactured under the trade

name Derobin by GlaxoSmithKline, India) applied twice daily. All subjects

were followed for a period of eight weeks with clinical assessment (vital

signs, scaling, and erythema) performed every week and photographs and

histopathology taken at the beginning and end of the study. Liver function

tests (LFTs), renal function tests (RFTs), and hemograms were performed at

the beginning and end of the study for safety assessment. Adverse events,

if any, were recorded.

Results and Discussion

Safety Assessment

There were no serious adverse events reported in the study. Data on vital

signs and blood examination (LFT, RFT, and hemogram) monitored during

the study period were analyzed statistically using regular one-way analysis

of variance (ANOVA), repeated-measure ANOVA, and paired t-test

(whichever were applicable). There were no statistically significant changes

(p>0.05) in the various safety parameters assayed over the study period in

both groups. The data clearly suggest that the herbal formula is not toxic to

the liver, kidneys, or hemopoietic system. 

Efficacy Assessment

Clinical Examination

Photographs were taken of the treatment site at the beginning and end of

treatment. Visually significant resolution of the lesions was observed with

the herbal treatment after eight weeks. Scaling was examined weekly and

scored as follows: none = 0, mild = 1, moderate = 2, and severe = 3. The

scaling decreased with time for both groups and was found to be

statistically significant (p=0.0). Erythema was examined weekly and scored

using the Draize scale:13 none = 0, very slight = 1, well-defined = 2,

moderate = 3, and severe = 4. The erythema decreased with time for both

groups and was found to be statistically significant (p=0.001–0.007).

Histopathology

Skin biopsies were taken at the at the edge of a lesion at the beginning and

end of treatment. Histopathological evaluation14 was performed for the

following parameters: parakeratosis, stratum granulosum, spongiform

pustule, Munro’s microabscess, acanthosis, and dermal vessel tortuosity.

Paired t-tests were carried out to statistically analyze the data for

significance. Parakeratosis was assessed using the following scoring: 

3 = nuclei in all the cells of the stratum corneum, 2 = few corneum cells

with nuclei and few stratum cells without nuclei, and 1 = stratum corneum

cells without nuclei. In both groups, parakeratosis disappeared (see Figure

1), suggesting significant normalization of the keratonization process

(p=0.001–0.003). Stratum granulosum was assessed using the following

scoring: 3 = absence of the granular layer due to rapid turnover of the cells

in epidermis, 2 = thinning of the granular layer due to slowing down of the

rapid turnover of the cells in the epidermis, and 1 = normal thickness of the
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granular layer due to normal turnover of the epidermal cells. Significant

formation of the granular layer was seen (see Figure 1) with the herbal

treatment (p=0.008) compared with the treatment received by the control

group (p=0.309), suggesting superior efficacy with the herbal formula.

Spongiform pustule was assessed using the following scoring: 3 = heavy

infiltration of the polymorphs in the epidermis, 2 = moderate infiltration of

the polymorphs in the epidermis, and 1 = mild infiltration of the polymorphs

in the epidermis. Significant disappearance of the spongiform pustules was

observed (see Figure 2) with the herbal treatment (p=0.015) compared with

the treatment received by the control group (p=0.081), suggesting superior

efficacy with the herbal formula. 

Munro’s microabscess was assessed using the following scoring: 3 = well-

organized abscesses within the epidermis, 2 = few fairly well-organized

abscesses, and 1 = no abscesses. Significant disappearance of Munro’s

microabscess was observed in both groups (p=0.002–0.005). Acanthosis was

assessed using the following scoring: 3 = regular acanthosis with elongation

of rete ridges, 2 = irregular acanthosis, and 1 = no acanthosis. In both

groups, reversal of acanthosis (see Figure 3) was observed, suggesting

significant normalization of the keratonization process (p=0.011). 

Dermal vessel tortuosity in the upper portion of the papilla is one of the

characteristic features of psoriasis and was assessed using the following

scoring: 3 = significant tortuosity of the dermal vessels, 2 = moderate

tortuosity of the dermal vessels, and 1 = no tortuosity of the dermal vessels.

Significant normalization of the dermal vessels and reduction of dermal

infiltrate was seen (see Figure 4) with the herbal treatment (p=0.001)

compared with the treatment received by the control group (p=0.087),

suggesting superior efficacy with the herbal formula. 

Summary

The herbal formula containing W. tinctoria evaluated in this study for the

management of psoriasis in psoriasis vulgaris patients was found to be safe

and non-toxic to the liver, kidneys, and hemopoietic system. Clinically, scaling

and erythema subsided in both treatment groups. Histologically, significant

reversal of parakeratosis, Munro’s microabscess, and acanthosis was

observed in both groups. As regards dermal vessel tortuosity, significant

normalization of the dermal vessels and reduction of dermal infiltrate was

seen with the herbal treatment (p=0.001) compared with the control group

(p=0.087), suggesting superior efficacy with the herbal formula. Likewise,

significant formation of the granular layer and disappearance of spongiform

pustules was observed with the herbal treatment compared with the control

group, suggesting superior efficacy with the herbal formula. Absence of side

effects, affordability, and the effectiveness of the herbal formula will provide

an attractive alternative therapy for the management of psoriasis. ■
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Figure 1: Disappearance of Parakeratosis and Formation of
Granular Layer with the Herbal Treatment

Figure 2: Disappearance of Spongiform Pustules with the 
Herbal Treatment

Before treatment (elongated rete ridges). After eight weeks (no parakeratosis, normal
granular layer).

Before treatment. After eight weeks.

Before treatment (elongated rete ridges). After eight weeks (normal vessels/dermis,
absence of acanthosis).

Before treatment (tortuous vessels with
monoclear infiltrate).

After eight weeks (normal vessels/dermis,
absence of acanthosis).

Figure 3: Reversal of Acanthosis with the Herbal Treatment Figure 4: Normalization of Dermal Vessel Tortuosity with the 
Herbal Treatment
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