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CONFIDENTIAL: The information in this document contains trade secrets and commercial information that are privileged 
or confidential and may not be disclosed unless such disclosure is required by Federal or State law or regulations. Subject 
to the foregoing, this information may be disclosed only to those persons involved in the study who have a need to know, 
but all such persons must be instructed not to further disseminate this information to others. These restrictions on 
disclosure will apply equally to all future information supplied to you, which is indicated as privileged or confidential. 
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INTRODUCTION 

Atopic dermatitis (AD) is a chronic inflammatory skin disease characterized by the formation 
of dermatological lesions accompanied by itching and dry areas. This disease has a 
prevalence of approximately 4.9% in adults and is mostly accompanied by a personal or 
family history of another atopy, whether respiratory or AD itself (AOKI V. et al, 2019). 
AD involves both cutaneous and immunological changes. The most common skin changes 
include skin barrier dysfunction, characterized by increased trans-epidermal water loss 
(TEWL), reduced expression of skin proteins, decreased skin hydration due to reduced 
stratum corneum (SC) water content, and skin microbiome changes (AOKI V. et al, 2019). 
The latter is the diverse community of microorganisms, including bacteria, that coexist on 
the surface of the skin. A balanced microbiome is a habitat for thousands to millions of 
beneficial and harmful bacteria. Therefore, an unbalance of these bacteria can lead to a 
variety of skin conditions, including acne, eczema, rosacea, aging, and AD itself. 
The skin microbiome plays an important role in AD. Healthy skin has a balanced microbial 
barrier and a preserved skin barrier. Atopic skin, on the other hand, has an unbalanced 
microbiome and an altered skin barrier, allowing vulnerability to irritants that can cause 
inflammation, rashes, and itching. Often damaged atopic skin is dominated by 
Staphylococcus aureus (S. aureus) (GRICE EA et al, 2009). 
Because it has a complex pathogenesis, AD can also present several types of therapeutic 
management according to its characteristics and severity.  
Basic therapy involves appropriate skin hygiene and daily use of moisturizers to maintain 
and restore the integrity of the skin barrier and increase the water content of the SC. In 
addition, increased skin hydration improves xerosis, may reduce itching, balance the skin 
microbiome, the AD picture and, consequently, the quality of life of patients (AOKI V. et al, 
2019; GALLO and NAKATSUJI, 2011 and STAMATAS and TIERNEY, 2014). 
Therefore, the development of moisturizing formulations, such as the investigational 
product (IP) of this study, is essential for this type of pathology. The mechanism of action of 
IP occurs mainly due to the physicochemical properties of the formulation, through the 
hydration of the stratum corneum promoted by the combination of ingredients present in 
the formulation, among which the oily ingredients or emollients and humectants stand out. 
The hydration mechanism promoted by IP occurs through local chemical reactions and 
interactions between these formulation ingredients and skin constituents, which assists the 
skin regeneration and hydration processes by increasing the water content of the stratum 
corneum; by non-water-soluble ingredients that, when applied to the skin, form a physical 
barrier that prevents water from leaving the stratum corneum and hence can lead to 
increased skin hydration and restoration of the protective barrier; and by having a lipid 
content that can assist in recomposing the integrity of the skin barrier of skin compromised 
by atopic dermatitis. Therefore, IP presents characteristics of important products to be used 
by individuals with atopic dermatitis, as part of the basic therapy. 
Finally, it is important that IPs are safe and effective, especially for the target population. 
For this, clinical studies involving efficacy and safety testing of products in human beings are 
conducted. In Brazil, clinical trials in adults are carried out in accordance with the principles 
of Resolution 466 of 2012, Documents of the Americas, among others, in order to ensure 
ethics, quality, and Good Clinical Practices (BCP/GCP) (Brazil, 2012 and Pan American Health 
Organization, 2005). 

OBJECTIVE 

Primary Objectives: 
To evaluate the IP, JAR Moisturizing Lotion, based on the following parameter in subjects 
presenting with mild to moderate atopic dermatitis according to the Scoring Atopic 
Dermatitis Index (SCORAD): 
• Topical tolerance after 5 ± 1 and 21 ± 2 days of use under normal conditions; 
Secondary Objectives: 



 
CONFIDENTIAL 

SOP-022190/SOP-0000574  EFRM-0000528 Summary CSR Template  Page 3 of 8  

To evaluate the IP, JAR Moisturizing Lotion, based on the following parameter in subjects 
presenting with mild to moderate atopic dermatitis according to the SCORAD Index (at the 
initial study visit): 
• IP effect on atopic dermatitis through SCORAD index assessments after 5 ± 1 and 21 ± 2 
days of use under normal conditions of use, compared to the subject's baseline condition 
(T0); 
• IP effect on skin hydration through instrumental measurements of electrical capacitance 
(corneometer) after 5 ± 1 and 21 ± 2 days of IP use under normal conditions, compared to 
the subject's baseline condition (T0); 
• IP effect on the skin barrier through instrumental measurements of trans-epidermal water 
loss (TEWL) after 5 ± 1 and 21 ± 2 days of IP use under normal conditions, compared to the 
subject's baseline condition (T0); 
• IP effect on the skin microbiome through metagenomics analyzes after 21 ± 2 days of use 
under normal conditions, compared to the subject's baseline condition (T0); 
• Subjective perception of subjects in relation to IP and its subjective effects on parameters 
related to efficacy for atopic dermatitis and quality of life of the study population through 
questionnaires applied after 7, 14 and 21 ± 2 days of use under normal conditions; 
• IP effect after 7, 14 and 21 ± 2 days of product use under normal conditions, compared to 
the subject's baseline status (T0) in relation to the most common parameters of atopic 
dermatitis through the Patient Oriented Eczema Measure (POEM) questionnaire; 
• Subjects' experience with the IP through subjective testimonials after 21 ± 2 days of use 
under normal conditions 

STUDY DESIGN  The study protocol provides the complete study design for the study. 

SUBJECT 
INFORMATION 

The complete eligibility criteria for this study were followed as defined in  
the study protocol. Healthy subjects with mild to moderate atopic dermatitis presenting 
area with atopic dermatitis characteristics dryness/lesion at the initial visit of the study, 18 
to 65 years of age who meet the eligibility criteria. 

INVESTIGATIONA
L STUDY 
MATERIALS 

Identification Product Type 

Moisturizing lotion Investigational Product 
(IP) 

 

DOSE AND MODE 
OF APPLICATION 

Apply twice a day all over the body and face, massaging gently until the entire product is 
absorbed by the skin. Pay special attention to the driest areas. Reapply as needed. Avoid the 
eye area when applying the product. In case of accidental contact with eyes, rinse thoroughly. 
The product is for external use only. Do not ingest. The product is for adult use only. 

METHODOLOGY 

The study methodology consisted of evaluations to prove the efficacy and safety of IP in adult 
subjects with mild to moderate atopic dermatitis, presenting area with atopic dermatitis 
characteristics dryness/lesion, as described below: 
• Assessment of topical tolerance after 5 ± 1 and 21 ± 2 days of use under normal conditions 
through a scale of dermatological reactions and adverse events; 
• Assessment of atopic dermatitis through SCORAD index assessments after 5 ± 1 and 21 ± 2 
days of use under normal conditions of use; 
• Assessment of skin hydration through instrumental measurements of electrical capacitance 
(corneometry) after 5 ± 1 and 21 ± 2 days of IP use under normal conditions; 
• Skin barrier assessment through instrumental measurements of transepidermal water loss 
(TEWL) after 5 ± 1 and 21 ± 2 days of IP use under normal conditions; 
• Skin microbiome assessment through metagenomic analysis after 21 ± 2 days of use under 
normal conditions; 
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• Evaluation of the subjective perception of subjects regarding IP and its subjective effects on 
parameters related to efficacy for atopic dermatitis and quality of life of the study population 
through questionnaires applied after 7, 14 and 21 ± 2 days of use under normal conditions; 
• Assessment of atopic dermatitis after 7, 14 and 21 ± 2 days of product use under normal 
conditions, using the Patient Oriented Eczema Measure (POEM) questionnaire; 
• Evaluation of subjects' experience with the IP through subjective testimonials after 21 ± 2 
days of use under normal conditions. 

MEASUREMENT 
AND/OR 
EVALUATION 
SCHEDULE  

 

INSTITUTIONAL 
REVIEW BOARD 
(IRB) 

This study was reviewed and approved by the following IRB/IEC: 
- Investiga – Institutos de Pesquisa 
- Approval date: 14-Mar-2022. 

SAFETY AND 
ADVERSE EVENTS 

All Adverse Events (AEs/SAEs) were collected regardless of causal relationship to the subject’s 
participation in the study. The information was collected/reported within the reporting 
timelines specified in the protocol. 
The conclusion on the IP’s safety for the study population was issued by the Study Physician 
based on the study safety results presented in this summary clinical study report.  

MONITORING, 
QUALITY 
CONTROL, AND 
QUALITY 
ASSURANCE  

The study monitoring was conducted as per the Sponsor´s requirements. The Study Site was/is 
subject to review by the IRB, to quality assurance audits performed by the Sponsor, and/or to 
inspection by appropriate regulatory authorities.  

OVERALL 
CONCLUSIONS 

 
Dermatological Tolerance Assessment 
The IP was considered safe under the evaluated conditions.  
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Skin Hydration Assessment 
A significant improvement for skin hydration was observed for areas with and without Atopic 
Dermatitis characteristics dryness/lesion after 5 and 21 days of product use.  
 
Skin Barrier Assessment 
While the reduction for transepidermal water loss was not significant, it was trending towards 
a less compromised state.  
 
Clinical Evaluation of Atopic Dermatitis by SCORAD (Scoring Atopic Dermatitis) 
A significant reduction for severity of the lesion, subjective symptoms and SCORAD was 
observed after 5 and 21 days of product use and after 21 days of product use compared to 5 
days of use.  A significant reduction for total surface of lesion was observed after 21 days of 
product use and after 21 days of product use compared to 5 days of use.  A significant 
reduction of Erythema, Edema and Lichenification was observed after 5 days of product use 
and a significant reduction of Erythema, Edema, Exudation/crusts, Lichenification and Dry skin 
(xerosis) was observed after 21 days of product use. A significant reduction of Pruritus, Sleep 
loss and Objective SCORAD was observed after 5 and 21 days of product use and after 21 days 
of product use compared to 5 days of use.  
 
POEM (Patient Oriented Eczema Measure for Adults) 
A significant reduction in the severity of atopic dermatitis/eczema was observed after 7, 14 
and 21 days of product use and after 14 and 21 days of product use compared to 7 days of 
product use. 
 
Skin Microbiome 
The species S. aureus was twice more present in the microbiome of the study subjects initially 
at baseline than after 21 days of investigational product use, in both areas with and without 
AD Characteristics dryness/lesion, indicating that the use of the product for 21 days can reduce 
the population of this species that is correlated with AD, suggesting an improvement of the 
subject’s skin microbiome. There was no significant change in the population of Cutibacterium 
acnespecies, the main species present in human skin, in the microbiome of the study subjects. 
A maintenance of alpha-diversity (Shannon's Index) was observed after 21 days of product use 
for both areas with and without Atopic Dermatitis Characteristics dryness/lesion. It means 
there was no significant change in the microbiome composition of the study subjects in the 
areas with and without Atopic Dermatitis Characteristics dryness/lesion after 21 days of 
product use, indicating that the product preserved the bacterial diversity of the subjects' 
microbiome. Regarding Beta-diversity, which measures the similarity or dissimilarity of two 
communities, the principal coordinate analysis showed that there is a significant difference 
between the times T0 and T21 (p=0.007) and between the areas with and without AD 
Characteristics dryness/lesion (p=0.02). 
 
Self-Assessments 
 
After 7 Days of use 

Statement % agreement 

Reduces flaking from the 1st application 80% 

Formula with creamy texture 90% 

It is easy to spread 93% 

Better night’ sleep from the 1st application 93% 

Gentle application to the skin 87% 
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Texture suitable for day-to-day use 87% 

 
After 21 Days of use 

Statement % agreement 

I feel my skin more beautiful 93% 

Relieves AD uncomfortable using only 1 IP 97% 

Reconstructed skin sensation 90% 

I see my skin looking healthier day by day 97% 

Improved my quality of life 100% 

Sensation of relief for the skin 87% 

Relieves itching 93% 

Reduces flaking 97% 

Made using more pleasant and easier 90% 

Relieves redness 97% 
 
Questionnaire related to Quality of Life 
 
Before Product Use 

How much have the symptoms and discomfort of AD negatively impacted 
the following questions? 

% Moderately 
affected+Affected 

very much 
Your social interactions with people inside or outside your house? 80.0% 

Your social interactions in public places like walks, leisure, shopping, etc.? 80.0% 

Your mood/irritability? 60.0% 

Your self-esteem, embarrassment? 60.0% 

 
After Product Use 

How much has using the JAR Moisturizing Lotion helped improve the 
questions below? 

% Helped a 
lot+Helped 
moderately 

Your social interactions with people inside or outside your house? 93.3% 

Your mood/irritability? 100.0% 

Your self-esteem, embarrassment? 93.3% 
 

BIBLIOGRAPHIC 
REFERENCES 
 

1) ANDERSON, M. (2001). A new method for non‐parametric multivariate analysis of 
variance. Austral Ecology 26(1), 32-46. https://dx.doi.org/10.1111/j.1442-
9993.2001.01070.pp.x 
2) ANDERSON, M. (2014). Permutational Multivariate Analysis of Variance (PERMANOVA). 
Wiley StatsRef: Statistics Reference Online. 
https://doi.org/10.1002/9781118445112.stat07841. 
3) AOKI, V., LORENZINI, D., ORFALI, R. L., ZANIBONI, M. C., OLIVEIRA, Z. N. P. D., RIVITTI-
MACHADO, M. C. and PIRES, M. C. Consensus on the therapeutic management of atopic 
dermatitis-Brazilian Society of Dermatology. Anais Brasileiros de Dermatologia, 94, 67-75, 
2019. 
4) BEKEN, B. et al. Quercetin Improves Inflammation, Oxidative Stress, and Impaired Wound 
Healing in Atopic Dermatitis Model of Human Keratinocytes. Pediatric Allergy, Immunology, 
and Pulmonology. Vol. 33, N° 2, 2020. 



 
CONFIDENTIAL 

SOP-022190/SOP-0000574  EFRM-0000528 Summary CSR Template  Page 7 of 8  

5) BRASIL. Ministério da Saúde. RDC nº 466, de 12 de dezembro 2012. Aprova diretrizes e 
normas regulamentadoras de pesquisas envolvendo seres humanos. Available on: 
<http://conselho.saude.gov.br/resolucoes/2012/Reso466.pdf>. Accessed by: 05 Jan 2017. 
6) BRASIL. ANVISA. Technical note No. 23/2020/SEI/COPEC/GGMED/DIRE2/ANVISA. Process 
No. 25351.910775/2020-98 of April 22, 2020. Presents instructions to the sponsor, study 
centers and investigators involved in the conduction of clinical trials authorized by Anvisa and 
bioequivalence studies (BS), considering the measures agains the new coronavirus. 
7) DRENÓ, B, E. ARAVIISKAIA, E. BERARDESCA, G. GONTIJO, M. SANCHEZ VIERA, L.F. XIANG, R. 
MARTIN, T. BIEBER. Microbiome in healthy skin, update for dermatologists. JEADV, 30:2038– 
2047, 2016. 
8) EDSLEV, SOFIE M., TOVE AGNER and PAAL S. ANDERSEN. Skin Microbiome in Atopic 
Dermatitis. Acta Derm Venereol, 2020; 100: adv00164. 
9) Fölster-Holst, R. The role of the skin microbiome in atopic dermatitis – correlations and 
consequences. Journal der Deutschen Dermatologischen Gesellschaft, 2021. 
10) FOURNIÈRE, M.; et al. Staphylococcus epidermidis and Cutibacterium acnes: Two Major 
Sentinels of Skin Microbiota and the Influence of Cosmetics. Microorganisms, 8, 1752, 2020. 
11) GALLO, R. L., and NAKATSUJI, T. Microbial symbiosis with the innate immune defense 
system of the skin. Journal of Investigative Dermatology, 131(10), 1974-1980, 2011. 
12) GEOGHEGAN, J.A, ALAN D IRVIN, TIMOTHY J FOSTER. Staphylococcus aureus and Atopic 
Dermatitis: A Complex and Evolving Relationship. Review Trends Microbiol. 2018, 26(6):484-
497. PMID: 29233606 DOI: 10.1016/j.tim.2017.11.008 
13) GRICE, E HEIDI H. KONG, SEAN CONLAN, CLAYTON B. DEMING, JOIE DAVIS, ALICE C. 
YOUNG, NISC. COMPARATIVE SEQUENCING PROGRAM, GERARD G. BOUFFARD, ROBERT W. 
BLAKESLEY, PATRICK R. MURRAY, ERIC D. GREEN, MARIA L. TURNER, AND JULIA A. SEGRE. 
Topographical and Temporal Diversity of the Human Skin Microbiome. Science. 324(5931): 
1190–1192, 2009. 
14) INTERNATIONAL CONFERENCE FOR HARMONIZATION (ICH) Guidance for Industry E6 Good 
Clinical Practice: Consolidated Guidance, 2016. 
15) KAZUMASA IWAMOTO, MASAYA MORIWAKI, RYU MIYAKE, MICHIHIRO HIDE. 
Staphylococcus aureusin atopic dermatitis: Strain-specific cell wall proteins and skin immunity. 
Allergology International. 2019;68(3):309-315. DOI: 10.1016/j.alit.2019.02.006. 
16) KIM, D. H., Li, K., SEO, S. J., JO, S. J., YIM, H. W., KIM, C. M., … & CHO, S. H. Quality of life 
and disease severity are correlated in patients with atopic dermatitis. Journal of Korean 
medical science, 27(11), 1327-1332, 2012. 
17) LEE, HYO JUNG, SANG EUN JEONG, SOYOUN LEE, SUNGWOO KIM, HYUNTAK HAN, CHE OK 
JEON. Effects of cosmetics on the skin microbiome of facial cheeks with different hydration 
levels. Microbiology Open. 7:e557, 2017. 
18) LOZUPONE, CATHERINE A., JESSE I. STOMBAUGH, JEFFREY I. GORDON, JANET K. JANSSON 
AND ROB KNIGHT. Diversity, stability and resilience of the human gut microbiota. Nature. 2012 
Sep 13; 489(7415): 220–230.PMCID: PMC3577372. 
19) MUKHERJEE, SOUVIK, RUPAK MITRA, ARINDAM MAITRA, SATYARANJAN GUPTA, SRIKALA 
KUMARAN, AMIT CHAKRABORTTY & PARTHA P. MAJUMDER. Sebum and Hydration Levels in 
Specific Regions of Human Décolleté Significantly Predict the Nature and Diversity of Facial 
Skin Microbiome. Scientific Reports, 6:36062. 2016. 
20) ORANJE, A. P., GLAZENBURG, E. J., WOLKERSTORFER, A., & DE WAARD VAN DER SPEK, F. 
B. Practical issues on interpretation of scoring atopic dermatitis: the SCORAD index, objective 
SCORAD and the three‐item severity score. British Journal of Dermatology, 157(4), 645-648, 
2007. 
21) PAN AMERICAN HEALTH ORGANIZATION. Document of the Americas. IV Pan American 
Conference on Pharmaceutical Regulatory Harmonization, 2005. Available on: 
<http://www.anvisa.gov.br/medicamentos/pesquisa/boaspraticas_americas.pdf>. Accessed 
by: 05 Jan 2017. 



 
CONFIDENTIAL 

SOP-022190/SOP-0000574  EFRM-0000528 Summary CSR Template  Page 8 of 8  

22) ROZAS, M.; HART DE RUIJTER, A.; FABREGA, M.J.; ZORGANI, A.; GUELL, M.; PAETZOLD, B.; 
BRILLET, F. From Dysbiosis to Healthy Skin: Major Contributions of Cutibacterium acnes to Skin 
Homeostasis. Microorganisms 2021, 9, 628.  
23) SAN MIGUEL, ADAM J., JACQUELYN S. MEISEL, JOSEPH HORWINSKI, QI ZHENG, ELIZABETH 
A. GRICE Topical Antimicrobial Treatments Can Elicit Shifts to Resident Skin Bacterial 
Communities and Reduce Colonization by Staphylococcus aureus Competitors. Antimicrobial 
Agents and Chemotherapy. 61(9):e00774-17, 2017. 
24) SÃO PAULO. Decree No. 64.881, of March 22, 2020. Establishes quarantine of the São 
Paulo State, in the context of the pandemics of the COVID-19 (New Coronavirus), and provides 
complementary precautions. Federal Official Journal, São Paulo, p. 1. 2020. 
25) SEREZANI, A. P.M. et al. IL-4 impairs wound healing potential in the skin by repressing 
fibronectin expression. Journal of Allergy and Clinical Immunology, 2016. 
26) STAMATAS, G. N., and TIERNEY, N. K. (2014). Diaper dermatitis: etiology, manifestations, 
prevention, and management. Pediatric dermatology, 31(1), 1-7. 
27) STAUDINGER, T, A. PIPAL AND B. REDL. Molecular analysis of the prevalent microbiota of 
human male and female forehead skin compared to forearm skin and the influence of make-
up. Journal of Applied Microbiology 110, 1381–1389 a 2011. 
28) YANG, G. et al. Skin Barrier Abnormalities and Immune Dysfunction in Atopic Dermatitis. 
International Journal of Molecular Sciences. 21, 2867. 2020. 

 

[Remainder of Page Intentionally Left Blank] 



Disclaimer  
Information in this posting shall not be considered to be a claim for any product, whether marketed or 
under development. In case of a marketed product, some of the information in this posting may differ 
from, or not be included in, the approved labeling for the product. Please refer to the full prescribing 
information for indications and proper use of the product.  
 




