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Abstract: Introduction: Psoriasis is an inflammatory skin disease. The objective was to elaborate a 
cream with natural products and salicylic acid. Hypothesis: ¿Will the topical cream made from 
natural products reduce the characteristic clinical signs of psoriasis? Methodology: Quasi-
experimental clinical trial, in 100 healthy volunteer subjects, five formulations of the new product 
were prepared and applied to each 20 healthy subjects. The universe was 270 patients with different 
type of dermatology disease, 120 volunteer patients were selected with Psoriasis, of which he creams 
was applied to 60 volunteer patients with mild and moderate psoriasis were no randomly 
administered the full formulation of the new product at TMC Hospital. The database for this study 
is in the Figshare and Dryad repository. Outcome: In healthy subjects showed that 99% had no side 
effects. In psoriasis patient mild and moderate psoriasis at TMC Hospital was evaluated the results 
before and after treatment with the new formulation, Using T Student for paired tests, in the clinical 
variables, as well as the PASI index and the SBA, the alternative hypothesis was proved, the new 
formula is effective in the control post treatment of psoriasis (p=0.000). Discussion: The new 
formulation showed greater efficacy after 10 days treatment. This cream is recommended as an 
alternative and complementary therapy for psoriasis, since it did not show secondary reactions in 
healthy subjects, so its effectiveness was demonstrated in this study. A new population study is 
recommended by regions in Ecuador: coast, highlands, Amazon and Galapagos Island, to evaluate 
the response to treatment. 

Keywords: Psoriasis; erythema; infiltration; desquamation; itching; PASI; SBA 
 

INTRODUCTION 

Psoriasis is an autoimmune inflammatory disease that causes the cells of the last layer of the 
skin, the keratinocytes, to grow much faster than normal, every three or four days instead of 28 days, 
as occurs with the cells of a healthy person, giving rise to psoriatic plaques. This disease affects almost 
138 million people worldwide, the prevalence of this type of disease worldwide is about 2 to 3%, its 
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peak incidence is between 20 and 50 years of age, it causes itching or pain in patches of thickened, 
reddened and silvery scaly skin that appear on different parts of the body.1 This disease does not 
respect age, sex, origin, socioeconomic or cultural factors, its peak incidence is between 20 and 50 
years of age.2-3 The cause of psoriasis is unclear, but it is known to involve immune stimulation of 
epidermal keratinocytes; T cells appear to play a central role. A family history is common, and some 
genes and human leukocyte antigens (Cw6, B13, B17) have been associated with psoriasis.4-5 There 
are different types of psoriasis: Erythroderma: skin redness is very intense and covers a large area. 
Guttate (guttate or guttural): small red to pink patches appear on the skin. Inverse: redness and skin 
irritation occur in the armpits, groin and between overlying skin.6 Plaque: Thick, red patches of skin 
covered by silvery to white scales. It is the most common type of psoriasis and affects about 80% of 
sufferers. Pustular: white blisters surrounded by red, irritated skin7-8. 

Treatment depends on the type of lesion and its complications; retinol, corticosteroids, vitamins 
and salicylates, phototherapy, cyclosporine, immunosuppressants, cytosines, monoclonal antibodies 
and others are used. Preventive hygienic, dietary and sanitary measures are recommended9. 

Psoriasis presents many complications that affect the quality of life of patients with genetic, 
environmental and lifestyle predisposition.10 The lack of response to treatments causes patients to 
visit several specialists due to their physical discomfort, psychological suffering that sometimes leads 
them to attempt suicide, since their physical appearance generates rejection in society, affecting their 
family, work and economic life.11 There are different single or combined treatments approved by 
regulatory agencies such as the FDA and the EMEA, but they are also harmful in the medium and 
long term, presenting resistance and abandonment of conventional treatments, in addition to their 
high economic cost, especially the moderate and severe form.12-13 This disease is characterized by 
relapses and remissions that affect the quality of personal, family, work and social life, including 
severe depressive disorders14 There are also natural treatments alone or in combination already 
marketed, which are offered as "home remedies "15. There is no topical preparation using salicylic 
acid, animal lard, sublimated sulfur, triple aluminum sulfate, Vaseline and essential oil of Laurel. For 
the treatment of psoriasis, since these products have anti-inflammatory, soothing, disinfectant, 
antimicrobial and healing properties, we set out to conduct a pre-experimental study with a topical 
cream containing these natural compounds. It was first applied on healthy subjects to evaluate 
hypersensitivity and then on patients to evaluate its effectiveness by comparing before and after 
treatment. Therefore, our hypothesis was: Will the topical cream elaborated with natural products 
reduce the clinical signs characteristic of Psoriasis? 

METHODOLOGY 

Place of preparation of the combined and complete formulas: "La Salud" Pharmacy (FLS), 
Guayaquil. Address: Urdesa Central, Bálsamos Norte, #425 y calle 6ta (Plaza Dañín) , Guayaquil, 
Ecuador 

Equipment to be used in the Pharmacy Laboratory "La Salud": Morter. Beaker of 1000 ml. Beaker 
of 250 ml. and Computer and printer.  

Preparation of complete formula: Pulverize the alum in a mortar and pestle, crush the sulfur and 
salicylic acid, and mix all powders in a 1000 ml Beaker. In a 250 ml. In a 250 ml. beaker, add the 
petroleum jelly, the laurel oil and add it to the 100 ml. beaker. Finally add the lard and mix until a 
homogeneous mass is obtained. 

Quality control: Analyzing the organoleptic properties (color, odor, appearance and 
consistency), physical properties (determination of the consistency), physical properties 
(determination of extensibility) of the final products. 

Healthy subjects:  was performed intra-domiciliary 2019, using the safety test in 100 healthy 
volunteers, combining 5 formulations with the different compounds of the research formula, 
administered to 5 groups of 20 people each. No adverse effects were observed in the healthy 
volunteers. 
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Patients with mild to moderate psoriasis: quasi-experimental clinical trial no randomized study 
without control group, from February to December 2022 in the outpatient clinic of the Dermatology 
Service of the Hospital "Teodoro Maldonado Carbo" in the city of Guayaquil. 

Hypersensitivity test in 100 healthy subjects with the 5 formulations and complete 

Fórmule # 1   Fórmule # 2  Fórmule # 3 Fórmule # 4 Fórmule # 5 

Fórmule # 6 

(complete 

phase II) 

Promoter 

code: 

ICD10.L40.0-

001 

Promoter 

code: 

ICD10.L40.0-

002 

Promoter 

code: 

ICD10.L40.0-

003 

Promoter 

code: 

ICD10.L40.0-

004 

Promoter 

code: 

ICD10.L40.0-

005 

Promoter 

code: 

ICD10.L40.0-

006 

20 healthy 

subjects 

20 healthy 

subjects 

20 healthy 

subjects 

20 healthy 

subjects 

20 healthy 

subjects 60 patients  

Salicylic acid Salicylic acid sulphur sulphur Salicylic acid Salicylic acid 

sublimed 

alum 
sulphur 

sublimed 

alum 
Salicylic acid 

sublimed 

alum 

sublimed 

alum 

solid vaseline solid vaseline solid vaseline pork fat pork fat pork fat 

bay laurel oil    bay laurel oil   solid vaseline 

         bay laurel oil 

          sulphur 

Developed by: E.Benites 

The universe was 270 patients from the Dermatology service of the TMC Hospital. The sample 
selection was made by calculating the sample size giving 120 patients with psoriasis with a margin 
of error of 5% and a confidence level of 95%.  We selected 60 patients with plaque psoriasis who met 
the inclusion criteria and administered the complete formula. 

Inclusion criteria. -  Patients receiving medical attention in Dermatology at the Teodoro 
Maldonado Carbo Hospital of IESS Patients diagnosed with mild and moderate Psoriasis in any of 
its locations with or without treatment. Over 18 years old. Patients who do not have malignant tumor 
pathology in skin, autoimmune or other disabling pathologies. 

Exclusion criteria. - Patients who do not receive care in Dermatology at the Teodoro Maldonado 
Carbo Hospital of IESS. Patients corresponding to other skin pathologies. Patients under 18 years of 
age. Patients suffering from psychiatric disorders due to other pathologies that could interfere in the 
data base and evaluation of quality of life. Patients with malignant tumor pathology in skin, 
autoimmune or other disabling pathologies.  

Methodology. – Quasi-experimental clinical trial no randomized procedure was prospective, 
observational, descriptive, differential analytical. For the interpretation of results, the statistical 
programs Excel and SPSS - MODELER v.18 were used, using tables, graphs for the interpretation and 
observation of the results. 

The city of Guayaquil has a humid tropical climate with a temperature of 32oC +/- 5, this climatic 
factor affects the frequency of care in the Dermatology department of the TMC Hospital. The patients 
were selected according to the scheduled medical attention schedule, 95% are recidivists treated with 
conventional systemic, oral and biologic drugs among others. All 60 patients voluntarily signed the 
informed consent approved by the Independent Ethics Committee of the LV Hospital.  

In our study, the pre-experimental treatment consisted of applying the topical cream on the 
erythematous desquamative lesions every 8 hours, Loratadine at night and Vit D, good personal 
hygiene. The effectiveness of the treatment was evaluated 10 days after the beginning of the 
application of the cream with the new formula of natural products. 
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The evaluation criteria were based on the PASI (Index for evaluating the degree of severity of 
the lesions.) and the BSA (Surface area affected) , determining the area of skin involvement of the 
patient with mild and moderate psoriasis. The body was divided by sectors giving a higher score 
according to the percentage of the affected area. The severity of the lesions was evaluated considering 
erythema, desquamation, infiltration and thickness, giving each one a scale between 0-4 points for 
the calculation of the PASI severity index before and after treatment. Quantitative and qualitative 
variables of corresponding clinical signs and symptoms were used. The database for this study is in 
the Figshare and Dryad repository. 

Ethical and Legal Aspects: Ethical aspects have been considered, such as non-disclosure of 
patient names, safeguarding the principle of confidentiality, and informed consent was requested 
and approved by the Ethics Committee on Human Subjects (CEISH) of the Luis Vernaza Hospital in 
Guayaquil. The database of the clinical histories of the selected patients will be used only for the 
project in question and for statistical purposes to test the hypothesis of our study. 

Limitation. - TMC Hospital was declared a sentinel hospital for Covid 19 for the years 2020 and 
2021.  As of January 2022, medical attention was normalized in the outpatient clinic of that hospital, 
although the first 4 months the attention quota was limited, it was normalized in July of that year, 
being able to continue with the sampling of the 60 non-randomly selected volunteer patients, for the 
application of the topical cream made with natural products. 

OUTCOMES 

Of the 100 healthy subjects, 99% did not present any clinical symptom of hypersensitivity, in 
terms of habits, only 27% were passive smokers, they did not report alcohol and only 2% reported 
having consumed marijuana.  

Baseline characteristics of the sample to be studied at the start of treatment we had: With the 
new product 66% are male and 44% female, mean age is 48.78 years (12-84), weight 69kg and height 
1mt 60 cm, BMI 24.5, Glucose 86, urea 24.8, BP 120/70 and Leucocytes 6.58. (Table 1) 

Table 1. Evaluation of susceptibility in healthy subjects to the new formulation with natural products 
for psoriasis according to weight, height and BMI in 100 healthy subjects. 

    WEIGHT 

KG 

SIZE M BODY 

MASS 

INDEX 

N  100 100 100 

MEAN   66,38 1,66 28,79 

HALF   65,00 1,64 24,25 

MODE   80,00 1,60 23,00a 

STANDAR 

DESVIATIÓN 

  15,62 0,10 30,65 

VARIANCE   243,92 0,01 939,70 

MÍNIMUM   31,80 1,48 11,50 

MÁXIMUM   120,00 2,00 245,00 

PERCENTILES 25 55,00 1,60 21,90 

  75 76,75 1,72 27,68 

  95 94,90 1,80 34,70 
Fuente: Hospital Teodoro Maldonado Carbo; Elaborado por: G.Celis, E.Benites. 
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Baseline characteristics of the sample to be studied at the start of treatment we had: With the 
new product 66% are male and 44% female, mean age is 48.78 years (12-84), weight 69kg and height 
1mt 60 cm, BMI 24.5, Glucose 86, urea 24.8, BP 120/70 and Leucocytes 6.58. Table 2) 

Table 2. statistic means: baseline characteristics of the sample to be studied. al the start of treatment. 

Statistic means baseline 

characteristics of the sample 

to be studied al the start of 

treatment 

 Cream  (N=60) 

Males 40 (66,7%) 

Female 20 (33%) 

Age(years) 48.78 (12-84) 

BMI 24.5 

Glucose  86 

Urea 24.8 

weight 69 Kg 

size 1.6 cm 

Systolic BP 120 mmHg 

Diastolic BP 70 mmHg 

leukocytes 6.58 

Source: Teodoro Maldonado Carbo Hospital 

Developed: G.Cellis, E.Benites 

In terms of occupation, among the patients with the new product, 71% are clerks and 10% 
pensioners, 6.7% professionals, 5% operatives, 3.3% professor and 3.3% housewives, As for the ethnic 
groups, among the patients with the new product, 50% was mixed, 20-25% was indigenous, blacks 
10-12%, whites 3-5%  

In erythema before and after treatment with the new formulation, Significance=0.05 T-value 
from Student's t-table= 1.96 Calculated t-value = 19.144, is greater than 1.96 we accept H1: The average 
erythema assessment before treatment with the new formulation differs from the average erythema 
assessment after treatment with the new formulation. P value= 0.000 

Interpretation: The assessment of erythema before treatment with the new formulation differed 
after treatment. 

In infiltrate before and after treatment with the new formulation, Significance=0.05 Student's t-
table t-value= 1.96 Calculated t-value = 6.725, is greater than 1.96 we accept H1: The average 
evaluation of the infiltrate before treatment with the new formulation differs from the average 
evaluation of the infiltrate after treatment with the new formulation. P value= 0,000 

Interpretation: The assessment of the infiltrate before treatment with the new formulation has 
changed after treatment. 

In desquamation before and after treatment with the new formulation, Significance=0.05 T-
value from Student's t-table= 1.96 Calculated t-value = 12.475., is greater than 1.96 we accept H1: The 
average evaluation of the infiltrate before treatment with the new formulation differs from the 
average evaluation of the infiltrate after treatment with the new formulation. P value= 0.000 

Interpretation: The assessment of the desquamation before treatment with the new formulation 
differed after treatment. 

In itching before and after treatment with the new formulation, Significance=0.05 Student's t-
table t-value= 1.96 Calculated t-value = 10.863 is greater than 1.96 we accept H1: The average 
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evaluation of itch before treatment with the new formulation differs to the average evaluation of itch 
after treatment with the new formulation. P value= 0.000 

Interpretation: The assessment of itch before treatment with the new formulation differed after 
treatment. 

PASI before and after treatment with the new formulation 

Ho= The average PASI assessment before treatment with the new formulation does not differ 
from the average PASI assessment after treatment with the new formulation. 

H1= The average PASI assessment before treatment with the new formulation differs from the 
average PASI assessment after treatment with the new formulation.  

Significance=0.05 Student's t-table t-value= 1.96 Calculated t-value = 14.622, is greater than 1.96 
we accept H1: The average PASI assessment before treatment with the new formulation differs from 
the average PASI assessment after treatment. P value= 0.000 

Interpretation: The PASI assessment before treatment with the new formulation differed after 
treatment. 

BSA before and after treatment with the new formulation 

Ho= The average BSA assessment before treatment with the new formulation does not differ 
from the average BSA assessment after treatment. 

H1= The average BSA assessment before treatment with the new formulation differs from the 
average BSA assessment after treatment.  

Significance=0.05 Student's t-table t-value= 1.96 Calculated t-value = 14.622, is greater than 1.96 
we accept H1: The average assessment of BSA before treatment with the new formulation differs to 
the average assessment of BSA after treatment. P value= 0.000 

Interpretation: The BSA assessment before treatment with the new formulation differed after 
treatment. 

The results of the variables analyzed with the new formula show a degree of significance in the 
signs and symptoms as well as in the PASI and BSA indexes (Table 3). 

TABLE 3. Demographic table show the variable analyzed with new formula with natural product. 

Demographic table show the variable analyzed with new formula with natural 

product 

  

Women 

No 20 

Mens No 

40 

Women 

No 33 

Mens No 

27   

SEX Half Half Half Half Valor P 

ERYTHEMA 2,60 2,65 2,36 2,26 0,000 

INFILTRATE 2,35 2,53 2,27 1,22 0,000 

DESQUAMATION 2,40 2,63 2,82 2,63 0,000 

ITCHING 2,65 2,18 2,73 2,56 0,000 

PASI TOTAL 10,82 11,05 10,14 9,39 0,000 

BSA 19,55 19,13 20,24 19,85 0,000 

Source: Teodoro Maldonado Carbo Hospital 

Developed: G.Cellis, E.Benites 

Comparative evaluations of the t-values for paired samples show that the treatment with the 
experimental formulation is effective. This is corroborated by the comparison of the BSA and PASI 
severity measurements for the before and after the treatment with new formula (Figure I and II). 

Preprints (www.preprints.org)  |  NOT PEER-REVIEWED  |  Posted: 20 April 2023                   doi:10.20944/preprints202304.0617.v1

https://doi.org/10.20944/preprints202304.0617.v1


 7 

 

 

Figure 1. - In the Dispersion plot by sex, it can be seen the patiens used the new product has much 
lower PASI after treatment. 

 
         SOURCE: TEODORO MALDONADO CARBO HOSPITAL 

         DEVELOPED: BENITES E. 

Figure 2. - In the box plot, by BSA if can see the results before and after treatment. With the new 
formula of natural products. 

DISCUSSION 

Baseline characteristics of the 60 patients to be studied at the beginning of the treatment were: 
66% male and 44% female, mean age 48.78 years (12-84), weight 69kg and height 1mt 60 cm, BMI 24.5, 
Glucose 86, urea 24.8, BP 120/70 and Leucocytes 6.58.  

Regarding occupation, among the patients 71% are office workers and 10% pensioners, 6.7% 
professionals, 5% workers, 3.3% teachers and 3.3% housewives, most of them are of mixed race. 
Overweight and the humid tropical climate of the city are negative factors for this type of injury. 

When evaluating the new formula before and after treatment in the 60 patients, with the clinical 
variables of erythema, infiltrate, desquamation and pruritus, PASI index and BSA, the T Student test 

0.0
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10.0

15.0

20.0

25.0

30.0

In the Dispersion plot by sex, it can be seen the patiens used the new 
product has much lower PASI after treatment. 

Before treatment  with new formule PASI After treatment with new formule
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for paired samples was used, showing the following behavior in the t values for paired samples, 
erythema 7. 590, infiltrate 10.573, desquamation 7.311, pruritus 3.615, PASI 2.631, BSA 4.411, 
presented a P value = 0.000 which showed that the new formula had greater variation after treatment. 
No published studies were found that use the composition of a cream containing these six natural 
products for the treatment of Psoriasis, there are publications of these components separately, which 
are used in skin lesions such as: salicylic acid16 Vaseline17, triple aluminum sulfate18 Sulfur 
sublimate19, essential oil of laurel20 that intervene other components in its formulation. 

This study demonstrated our hypothesis in which the topical cream elaborated with natural 
products such as: animal butter, sublimated sulfur, triple aluminum sulfate, petroleum jelly and 
essential oil of laurel and salicylic acid, did reduce the clinical signs characteristic of psoriasis, 
demonstrating its efficacy and improving the dose response in the regeneration of the skin in patients 
with mild and moderate psoriasis.  

This topical cream is considered as an alternative and complementary therapy in the medium 
and long term for this type of disease, since it did not show secondary reactions in phase I in healthy 
subjects, and in patients its effectiveness was demonstrated in this study (Figure III-IV). 

1) Before treatment with new formula     2) Control: 7-10 days after treatment 

 
SOURCE: TEODORO MALDONADO CARBO HOSPITAL 

DEVELOPED: BENITES E. 

Figure III-IV. - Patient with psoriasis evaluated before and after the application. of the new formula 
with natural products. 

It is important to continue with population studies in Ecuador by regions: coast, highlands, east-
Amazon and island region or Galapagos, whose climatic diversity and lifestyles are different, to 
evaluate its effectiveness and whether the environmental factor affects the response to treatment of 
this topical cream made with natural products in mild and moderate psoriasis. 
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List of abbreviations 

HTMC: Hospital “Teodoro Maldonado Carbo” 
Cream Topic: New therapeutic natural produc cream 
CEISH: Ethics Committee on Human Subjects 
PASI: Índice de evaluación del grado de severidad de las lesiones.  
BSA:Area de superficie afectada 
Cw6, B13, B17: Antígenos leucocitarios humanos 
WHO World Health Organization 
ICD-10 L40 the international classification of psoriasis 
TEST SF-36V2 Feeling of well-being sum of subjective "feel-good" sensations. 
SPSS-MODLER v.18: IBM® SPSS® Modeler 18.0  
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