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SIRB 001  - The Product 
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SIRB-001

Fully characterized

Potent anti- inflammatory 

Clinically validated targets

Found to be safe for human use

Tested on over 150 patients

IP: Over 50 patents filed

Received provisional clearance for EU 

commercialization
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The journey so far… 
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The journey so far… 
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R&D and Preclinical status
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Product development and characterization
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Extensive studies carried out in animals have demonstrated SIRB-001 safe for 
topical and oral administration

SIRB-001- Safety

Found to be safe for use in humans 

Does not cause any skin irritation, 
sensitization or toxicity 

Non mutagenic 

Does not cause irritation to the 
eyes 

Free from toxic substances such as 
parabens
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SIRB-001- Clinical experience
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Highlights of clinical trial results
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Development of SIRB-001 cream

Preparation of different bases of cream using combination 
of oil/emulsifiers/water .

Selection of preliminary bases based on its physical 
appearance and viscosity

Trial Batches 

Characterization; Phase Separation; Spread ability; 
Microbial Analysis etc.

In vitro Drug Release

(using dialysis membrane)

Skin permeation studies

( Diffusion through rat skin)

Stability studies (as per ICH 
guidelines)

SIRB-001 cream
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S.No. Indication Formulation Details

1 Psoriasis
Cream Non irritating to the skin

2 Scalp
Psoriasis

Hair Lotion & 
Anti Psoriatic 
Shampoo

Free from SLS ; gentle on the damaged 
skin

3 Seborrhoea Hair Vitalizer & 
Anti Dandruff 
Shampoo

Free from SLS ; easy spreadability of the 
Vitalizer

4 Atopic 
Dermatitis Cream

Non irritating to the skin; 
fit for use by children

5 Eczema
Cream

Non irritating to the skin; 
fit for use by children

6 Acne Acne gel Non irritating to the skin;

Product formats for different indications
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Clinical Development of SIRB 001 as a new treatment 
modality for Atopic Dermatitis (AD)
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STUDY DESIGN

PURPOSE

The purpose of this study was to examine the tolerability of Sirbal cream (SIRB-001) according to clinical-

dermatological test criteria. Before the commencement of the trial, all participants were dermatologically 

examined and evaluated (EASI).

TEST PANEL

25 adult, female and male panellists. 

Subjects suffering from atopic dermatitis in an interval not in need of medical treatment aged 18-73 years.

TEST PERIOD

42 days (6 weeks)

TEST AREA

Affected body area

APPLICATION FREQUENCY

twice daily (morning and evening)

DERMATOLOGICAL ASSESSMENT CRITERIA

1. Erythema

2. Induration

3. Excoriation

4. Lichenification
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RESULTS

Effect of SIRB-001 on EASI score after 4 and 6 weeks of application

• SIRB-001 demonstrated significant decrease (p<0.01) in mean EASI score after 4 weeks and 6 

weeks by 20% and 40% respectively as compared to untreated day-0 score. 
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RESULTS

Effect of SIRB-001 on erythema, Induration, Excoriation and 

Lichenification after 4 and 6 weeks of application
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Before application 4 weeks 6 weeks

Subject-1

Subject-2

Subject-3

Efficacy- Atopic dermatitis

1.6 0.8 0.2

0.8 0.2 0.0

87.5%

100%

60%

1.0 1.0 0.4

% inhibition in 
EASI at 6 weeks
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Before application 4 weeks 6 weeks

Subject-4

Subject-5

Subject-6

Efficacy- Atopic dermatitis

60%

0.5 0.6 0.2

100%

0.8 0.4 0.0

72.2%

3.6 3.6 1.0

% inhibition in 
EASI at 6 weeks
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CONCLUSION

• 25 study participants with mild to moderate atopic dermatitis
tolerated the product Herbal cream (SIRB-001) very well in a
6-week application test under clinical-dermatological conditions
and lead to an improvement of the atopic dermatitis evaluated
with the EASI score.

• Herbal cream (SIRB-001) in practice does not lead to any
undesired skin reactions due to any skin irritant or sensitizing
characteristics of the product.
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Clinical Development of SIRB 001 as a new treatment 
modality for Eczema 
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Disease/Target Area Eczema

Product/Route Polyherbal, Topical

Type of Trial Monocentric; Observational

Subjects 30 (25 Completers)

Study  Duration 4 Weeks

Region India

Basic information on Trial 

Age group 18-65 Years

Male/Female Ratio Adequate

Race Asian, India

Eczematous Lesion ≤10% (BSA)

Severity  (as per IGAS) Mild to severe

IGAS : Investigator Global Assessment Severity  Scale

EC Submission 30th Oct. 2015

EC Approval 16th Nov. 2015

Regulatory Activities

Primary Criteria Secondary Criteria

▪ Clinical Evaluation using ESI Score

▪ Clinical Evaluation using IGAS score

▪ Reduction of size and area of target lesions

▪ To assess the local skin tolerability and safety of the 

investigational product in subjects with eczematous lesions

▪ Biomarker analysis from serum sample

▪ To compare clinical improvement with serum IgE values

▪ Self-assessment questionnaire by subjects for assessment of 

efficacy and product acceptability

Evaluation Criteria of the Study

FIM Experience with Patients of Eczema 
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Safety & Efficacy…

Effect of SIRB-001 on Investigator’s Global 

Assessment Severity (IGAS) Scale
Effect of SIRB-001 on Eczema Severity Index (ESI)

Baseline Visit (D0) Day 7 Day 14 Day 21 Day 28
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SIRB-001 demonstrated inhibition of IL-8 and IL-17A in serum of subjects by 32.5% and 

50.8% respectively after 4 weeks of treatment.   
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Therapeutic potential of SIRB 001 in other chronic skin 
inflammatory diseases 



25

Clinical Efficacy  - Psoriasis 
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Clinical Efficacy  - Scalp psoriasis 
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Clinical Efficacy  - Seborrhoea
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Clinical Efficacy  - Acne
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Evaluation of anti-psoriatic potential of a 
novel polyherbal formulation by 

multiparametric analysis

Anti-psoriatic potential and safety of a novel 
polyherbal formulation

Recent publications

Development of a novel polyherbal topical 
product for the management of eczema & 

other chronic dermal inflammatory conditions
Development of a novel polyherbal topical 

formulation for the management of psoriasis
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THANKS
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