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1. ABSTRACT

This prospective, dermatologist-supervised, single-arm clinical study was conducted to evaluate the non-
comedogenic potential, safety, and user acceptability of a facial skincare regimen incorporating the Plum
Rice Water & Niacinamide 2% Hybrid Sunscreen under normal use conditions. A total of 40 healthy
adult male and female volunteers with acne-prone or combination/oily skin, each presenting with a
minimum of 10 non-inflamed comedones at baseline, were enrolled and successfully completed the 30-
day study.
The study protocol instructed participants to cleanse the face using Plum Facewash, rinse thoroughly,
and pat dry, followed by the application of the Rice Water & Niacinamide 2% Hybrid Sunscreen twice
daily over the T-zone and cheeks during daytime hours. In cases where participants experienced
excessive sweating post-cleansing, they were advised to rinse again, pat dry, and reapply the sunscreen
to ensure consistent exposure.
Clinical evaluations were conducted at baseline (Day 0) and at the end of the study period (Day 30). The
results revealed the following findings:
o No statistically significant increase in total comedone count from baseline, with no increase
relative to the control area (p > 0.05)
e > 90% of participants showed no worsening in global comedogenicity grade
» Mean irritation scores (erythema, dryness, and stinging) remained very low (< 0.5 on a
0-3 scale)
e >80% of subjects agreed that the product “did not clog pores™ and reported high cosmetic

acceptability
Conclusion: Under controlled clinical conditions, the Plum Rice Water & Niacinamide 2% Hybrid
Sunscreen was found to be non-comedogenic, safe, and well tolerated when used over 30 days. The

findings confirm its suitability for daily use on acne-prone and combination/oily skin types, supporting

its claim as a lightweight, non-pore-clogging, and skin-friendly sunscreen formulation.
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2. INTRODUCTION

Introduction: skin and Common Comedogenic Concerns

The Human Skin

The human skin is the body’s largest and most multifunctional organ, serving as a dynamic barrier that
protects the body from environmental, mechanical, and microbial damage. It regulates temperature,
prevents excessive water loss, and supports sensory perception. Structurally, the skin is composed of
three main layers: the epidermis, which provides the outer protective covering; the dermis, which
contains connective tissues, collagen, and elastin for strength and flexibility; and the subcutaneous
tissue, which offers insulation and cushioning.

The face, in particular, possesses a high density of pilosebaceous units—a combination of hair follicles
and sebaceous (oil) glands. This anatomical characteristic makes facial skin more prone to oil
accumulation and comedogenic issues. In individuals with oily or combination skin, sebaceous glands
often produce an excess of sebum (oil). When this sebum combines with dead skin cells and impurities,
it can clog the follicles and lead to the formation of comedones—the primary lesions associated with
non-inflammatory acne.

Comedogenic Skin

Comedogenic skin conditions are prevalent among individuals with oily, acne-prone, or combination
skin types. They manifest primarily as whiteheads (closed comedones) and blackheads (open

comedones), which are the initial signs of pore blockage and impaired sebum regulation.

=

Whiteheads (Closed Comedones)

e Form when a pore is completely blocked by a mixture of sebum (oil), keratin, and debris,
sealing it off from the skin surface.

e Because the pore is closed, the trapped contents are not exposed to air.

e They appear as small, raised bumps that tend to be skin-coloured, off-white, or pale.

e No visible pore opening can be seen — the surface remains intact.

e These lesions are usually non-inflamed, not painful, and cannot be easily squeezed out.

¢ In histology, closed comedones show a dilated follicular canal filled with compact keratinous
material and reduced or atrophic sebaceous glands.
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2. Blackheads (Open Comedones)

e Occur when a pore is partially blocked, but the upper portion remains open to the skin surface.

e The plug (sebum + keratinous debris) is exposed to air, which causes oxidation, giving it a dark
colour (black, brownish, or dark grey).

e Appear as flat or slightly raised dark spots on the skin.

e There isa visible opening or punctum at the pore surface.

e Because of their exposed nature, they can sometimes be expressed or extracted (with care).

e Histologically, open comedones show a dilated follicle that opens to the epidermis with
keratinous and sebaceous debris filling the cavity.

In-summary:
maintaining skin health requires understanding its structure, functions, and vulnerabilities. Balanced
cleansing, non-comedogenic skincare formulations, and proper hydration are crucial to preserving

clear, healthy skin and preventing pore congestion or acne-related concerns.

y—
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Facial skin—especially in individuals who are acne-prone or have sensitive skin—comprises two
primary layers (epidermis and dermis) along with associated structures such as sebaceous glands and
hair follicles. The skin barrier serves several essential functions, including maintaining hydration,
defending against environmental stressors (pollution, UV radiation, allergens), and regulating sebum

(oil) production.

In acne-prone skin:
1. Sebaceous glands often produce excess sebum, which combines with dead keratinocytes (skin
cells) in the follicular canal.
2. Follicular keratinization is increased (i.e., the shedding and maturation of skin cells is
disrupted), causing debris and sebum to accumulate.

3. These factors promote the formation of comedones, the non-inflammatory precursors to acne.

In sensitive skin:

e The skin barrier is more reactive and susceptible to disruption. External triggers—harsh
ingredients, strong actives, pollution, or environmental changes—can more easily lead to
erythema (redness), stinging, dryness, or irritation.

e Regions such as the periorbital area and the T-zone tend to be more delicate: the epidermal layer

is thinner, making them vulnerable to moisture loss, inflammation, and pore blockages.

Key lesion types and progression:
« Normal Skin Pore: Open follicle allowing sebum and dead skin cells to exit freely.
e Closed Comedone (Whitehead): Formed when a pore is fully blocked and the opening
is sealed; results in a pale, raised bump with no visible opening.
e Open Comedone (Blackhead): Occurs if the pore remains open despite blockage; the
core material oxidizes upon exposure to air, appearing dark at the surface.
o Inflammatory Lesions: If comedones are irritated or bacteria penetrate, they may

become inflamed (papules, pustules, nodules).
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Genetics

Aging

Lifestyle factors

Underlying medical
conditions

ANATOMY OF THE SKIN

Basic Structure of the Skin:
a. Epidermis (Outer Layer)
« Thin, protective outer layer composed mainly of keratinocytes.
e Auvascular; relies on diffusion from underlying layers for nutrients.
« Contains melanocytes (produce melanin) and Langerhans cells (immune response).
« Functions: protection against pathogens, UV radiation, and dehydration; contributes to

skin tone.

b. Dermis (Middle Layer)
e Thicker layer beneath the epidermis.
e Composed of dense connective tissue with collagen and elastin fibers.
e Contains blood vessels, nerve endings, hair follicles, and glands (sebaceous and sweat glands).

e Functions: provides structural support, elasticity, and houses sensory receptors.
SENN Y
3 ~\vd
\ N/
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c. Hypodermis (Subcutaneous Layer)

o Deepest layer beneath the dermis.

o Composed of loose connective tissue and adipose (fat) tissue.
e Anchors skin to underlying structures like muscles and bones.

¢ Functions: insulates the body, stores energy, and cushions internal organs.

3. PRODUCT DESCRIPTION

RICE WATER & NIACINAMIDE 2% HYBRID SUNSCREEN

The Rice Water & Niacinamide 2% Hybrid Sunscreen SPF 50 PA+++ is a lightweight, non-
comedogenic sunscreen designed for oily and acne-prone skin. It combines the benefits of niacinamide
and rice water to provide effective sun protection while addressing common skin concerns.

BENFITS OF RICE WATER & NIACINAMIDE 2% HYBRID SUNSCREEN
Gentle on Acne Prone skin
= Protect skin from UV damage while maintaining hydration.
= Prevent blackhead and whitehead formation by being lightweight and oil-free.
= Avre suitable for sensitive and acne-prone skin, minimizing irritation and breakouts.
= Support skin barrier health, keeping the face smooth, balanced, and free from
clogged pores.

4, SUMMARY OF THE STUDY
4.1 OBJECTIVE

A clinical study for the Rice water & Niacinamide 2% Hybrid Sunscreen aim is to evaluate
whether, over a certain treatment period (4 weeks), the product:
1. Non-Comedogenic Properties
°  Assess the sunscreen's formulation to ensure it does not clog pores, making it suitable for
acne-prone and oily skin types.
2. Skin Hydration and Barrier Function
°  Determine the impact of rice water and niacinamide on enhancing skin hydration and
fortifying the skin's natural barrier.
3. Skin Texture and Smoothness

°  Monitor changes in skin smoothness and the reduction of fine lines and wrinkles.

CRO Lambent Pvt. Ltd. Report Reference No. LL42/PSSIPL — 001, Version —01(Oct 25) Guideline: GCP —EC6(R3)  Oct -25



Differently Better

4. Skin Brightening and Even Tone
° Evaluate the effectiveness of niacinamide in reducing dark spots, hyperpigmentation, and

promoting a more uniform complexion.

5. Safety and Tolerability

° No unacceptable irritation, allergic reactions, or other adverse effects with regular use.

4.2 POPULATION

A total of 40 healthy adult subjects (male and female) including acne — prone or combination/oily
skin type were enrolled in the study. Eligible participants were aged 18 - 30 years and met the
predefined inclusion and exclusion criteria outlined in Section

Study Zones:
o Delhi NCR
e West Bengal
e Jammu & Kashmir
e Chennai
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4.3 STUDY DURATION
Duration: The study lasted 30 days following application of the products.

Scheduled Procedures:

Protocol Briefing )
Habits Questionnaire L4
History Questionnaire o
Routine check up ®

Inclusion and Non

Inclusion Criteria by ®

the Dermatologist

Product Application as )

instructed by the

volunteers

L4 ° o o

Subject Self Evaluation ®

Periodical Examination ® ()

by Dermatologist

Data Collection by the ® )

volunteers
END OF
RESULT

TO — Before application, T1 - after 10 days application of Product, T2 - after 20 days application
of Product, T3 - after 30 days application of Product.

44 STUDY DESIGN

This study is conducted on healthy male & female subjects with acne — prone or combination/oily
skin type of different age group. This was a prospective, interventional, open-label clinical
study designed to evaluate the Non — Comedogenic , and user experience of Rice Water &
Niacinamide 2% Hybrid Sunscreen in improving periorbital concerns such as No increase in
comedone formation , No development of pimples, Brightening , Enhanced skin hydration,
Provision of broad-spectrum sun protection (SPF 50 PA+++) under the supervision of a

Dermatologist .
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A total of 40 healthy male and female subjects from diverse climatic regions (Delhi NCR, West
Bengal, Chennai, and Jammu & Kashmir) participated in the 30 - day study, conducted in
accordance with ICH-GCP (E6 R3) guidelines and ethical principles.

Subjects applied the sunscreen twice daily for 30 days, with evaluations at baseline and periodic
intervals (Days 10, 20, and 30), including Subject Self Evaluation (SSE) and clinical

assessments.

5.0 STUDY PROTOCOL
5.1 SUBJECT SELECTION

Subject panel is composed of subjects with acne — prone or combination/oily skin types selected on
the basis of a questionnaire filled in by the investigator for subjects, prior to the study that provides
details of their medical history, possible allergies, skincare and make-up habits, as well as a certain
amount of administrative information. The selection procedures are elaborated to guarantee that the
subjects receive all possible information about the aims of the study and the consequences of their

participation.

This selection procedure includes:

e A preliminary interview, during which the following points are explained to the subjects: the
study’s modalities, its practical considerations, possible payment, as well asany possible cosmetic
benefits, inconveniences or potential risks.

e The information form, which is specific to the study, including all essential information, is then
given to the subject to read.

e The informed consent form which is filled in freely and intentionally by the subject after it had
been fully explained to them, in the event of any claims for damages, enables them to benefit from

the terms of the insurance policies taken out by Organization as soon as the subject is accepted

into the study by the study in-charge.

The subject must respect the following conditions: (as well as those already mentioned)
e Available for the entire duration of the study
e Motivated to freely participate in the study
e Willing to follow the full product application procedure

e Able to justify a permanent address.
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e Able to understand Hindi or English language: i.e. only Hindi, or English-speaking subjects

capable of reading the consent documents and able to accept the participation conditions.

e The subjects selected for the study are chosen under the supervision of the investigator and
study in-charge, based on the inclusion/non-inclusion criteria listed below.

Inclusion criteria
The study was conducted on subjects who will fulfill the following criteria:

Standard criteria
Indian Healthy Adult (Male and Female) subjects with acne — prone or combination/oily skin type

Healthy subjects (no infectious and evolute pathology which could make the subject vulnerable and
stop the study, no pathology which could interfere with the study, no symptom in the process of an
exploratory checkup).

Between 18 and 30 years of age.

Skin is healthy on the studied anatomic unit (free of eczema, wounds, inflammatory scar....)

Non-inclusion criteria
Standard criteria

Adults with any dermatological or ocular conditions.

Adults receiving concurrent treatments that may interfere with the study.

Having history of adverse reactions to cosmetic products in the family.

Having refused to give her assent by not signing the consent form.

Taking part in another study liable to interfere with this study.

Having a chronic dermatitis is liable to modify the cutaneous reactivity on the tested area

(except for specific studies on a determined dermatitis).

Being epileptic.

Following a chronic medicinal treatment comprising any of the following products: aspirin-based
products, anti-inflammatory, antihistamines, corticotherapy, taken by general or local routes (the only
medication permitted is paracetamol).

Having a diagnosed or highly probable allergy to one or several compounds of cosmetic products
Having undergone a surgery requiring a general anesthetic of more than one hour in the past 6 months
Having changed her cosmetic habits except those required by the protocol in the 14 days preceding the

start of the study on the studied anatomic unit
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Having applied a cosmetic product (including make-up) on the studied areas the first day of the study

Refusing to follow the restrictions below during the study:
Do not take part in any family planning activities leading to pregnancy

Do not take part in another study liable to interfere with this study
Do not take medicinal treatment comprising any of the following products: aspirin-based products,
anti-inflammatory, antihistamines, actinotherapy, taken by general or local routes (the only

medication permitted is paracetamol).

Do not change cosmetic habits apart from the conditions mentioned in the protocol, on the
studied anatomic unit.

Specific criteria
Having started, changed or stopped a hormonal treatment (hormonal contraception, Hormone

Replacement Therapy, thyroid...) in the past 3 months.

Having taken an oral retinoid - based treatment in the past 6 months.

Having taken a local retinoid - based treatment on the studied areas in the previous month.
Having had beauty treatment (e.g. scrub, manicure, self-tanning product...) in the previous week.
Having practiced intensive sports during the day prior to the TO measurements.

Having wounds, scars, sunburns, tattoos and piercing on test site.

Having applied another product than water on the studied areas in the morning of the TO
measurements

Having used any Face products on the Face and 72 hours prior to TO measurements (test sites
cleaned with only water is accepted)

N
/
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Refusing to follow the restrictions below during the study:

- Do not have beauty treatment (hair color, hair perming etc.)

- Do not practice water activities (swimming pool, sauna, hammam, balneotherapy
etc.)

- Do not drink/ eat caffeine-based products (coffee, cola, tea,...),alcohol, highly
spiced food, nor smoke.

- Do not practice sport.

- Do not apply any product on the hand including water.
- Do not wipe their hand.

- Do not wear jewels on the wrists.

- Do not have an intensive UV exposition on the hand
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BetweenT0 and T0+30 days after product application measurements:

- Do not use other face products on the face.
All restrictions presented above must be followed during the study. These restrictions are
also presented in the informed consent form.
6.0 THE PRODUCT

6.1 PRESENTATION OF THE PRODUCTS
The test products were supplied free of charge by the study sponsor

Reference of the Batch Mfg. Date Exp. Date | Constituent  Packaging
Product number form

Rice Water & Best Before
Niacinamide 2% 25HS 07/2025

Hybrid Sunscreen 24 months Sunscreen | Pump Tube

The study sponsor oversaw products market in with the valid details of manufacturing and packaging.
She was responsible for products identification, purity determination, composition, innocuousness,

and any other characteristics of each product to be tested prior to the beginning of the study.

For this study, the study sponsor agreed to supply:
The appropriate quantity of the product is required to treat all the subjects; Enough of the product for
any additional subjects participating in the study; one product unit per reference and per batch to be

retained in the sample cabinet. Products were stored in an ambient temperature away from light.

6.2 PRODUCT APPLICATION
The application was carried out by the trained Analyst at Quality Research & Analytical lab:

Rice Water & 30 Days At ambient
Product A Niacinamide 2% Face Regular temperature
Hybrid
Sunscreen

Version1l CRO Lambent Pvt. Ltd. Report Reference No. LL42/PSSIPL — 001, Version —01(Oct 25) Guideline: GCP —EC6(R3)  Oct -25



Version1l CRO Lambent Pvt. Ltd. Report Reference No. LL42/PSSIPL — 001, Version —01(Oct 25) Guideline: GCP — EC6(R3)

Differently Better

Modalities of test product application:

Product A: (Rice Water & Niacinamide 2% Hybrid Sunscreen)

Cleanse the face using Plum Face Wash, then rinse thoroughly with water and pat the skin dry. After
the skin is completely dry, apply an appropriate amount of sunscreen was dispensed. It was applied to
the dry facial skin, covering face, neck, and exposed ears. The sunscreen was gently spread and
rubbed in using fingertips until an even, thin layer was achieved. Reapplication was scheduled every
2 hours and after perspiration or water exposure to maintain protection.

6.3 STUDY DESIGN

This study was conducted on healthy male & female subjects with Acne — Prone or combination /
oily skin type of different age group.

e Principle

The subjects were asked to answer self-evaluation questionnaire at in order to evaluate the overall
opinion and their attitude towards the efficacy and cosmetic acceptability of the product at TO — Before
application, T1 - after 10 days application of Product, T2- after 20 days application of Product,

T3- after 30 days application of Product after product application and product characteristics at

TO+ 30 days after product application for one product under test.

e Studies area: Face (T-Zone and Cheeks)

e Procedure: The questionnaires were filled in the lab or at volunteer’s site
The subjects filled in the questionnaire individually without any extrinsic influences (other volunteers
and results of technical measurements). The filling-in of the questionnaires was performed under

control of the volunteers appointed by CRO Lambent Pvt. Ltd., lab who checked the acquisition according
to standard procedure. The questionnaires were carried out in accordance with the promoter as follows:

For Product A — Rice Water & Niacinamide 2% Hybrid Sunscreen

Product Efficacy
1. Lightweight, non-greasy finish

Mild cooling sensation on application

Broad-spectrum UV protection (e.g. SPF 50 / PA+++)

2
o
4. Supports skin brightening and even tone via niacinamide
5. Enhances hydration and strengthens the skin barrier

6

Helps regulate sebum production and minimize pore clogging
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Product Characteristics

Non-comedogenic — designed not to clog pores
Lightweight, non-greasy texture
road-spectrum UV protection (e.g. SPF 50 / PA+++)

Contains niacinamide to help even skin tone and reduce pigmentation

A N

Incorporates rice water for hydration and to support the skin barrier

Product Acceptability

=

The test product does not cause itching

=

The test product does not cause irritation

N

The test product does not give burning sensation
For each Item, the possible answers are:

1 = Completely Disagree

2 = Somewhat Disagree

3 = Somewhat Agree

4 = Completely Agree

5 = Strongly Agree

6.4 STUDY PROCEDURES

6.4.1 SUBJECT SELF EVALUATION

The 40 enrolled subjects were stratified across four distinct geographical zones — West Bengal,
Chennai, Delhi NCR, Jammu & Kashmir (10 subjects per zone). Each participant was evaluated
based on clinical and subjective parameters under the supervision of a Technical Evaluator.
Subjects completed structured evaluation questionnaires reflecting product efficacy, tolerability,
and user satisfaction. The compiled zone-wise data were analysed collectively to determine
product performance under diverse climatic and demographic conditions.
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ARBRO

PHARMACEOTICALS PRIVATE LIMITED
ARBRO \nalyocal Divisior
Ny Y Al Ay ‘M
49, Xt Nager Indusisl Aves. New Oty - 190018 (INDIA TC-7375
Prooe  +81 1149754578 [ trolatDartropharm com. Welsde www Wwating- b cor ULR - TC737525100016257F

: 202509100030

Information by Customer

Report No.

Sample RICE WATER & NIACINAMIDE 2% HYBRID SUNSCREEN
Mfg. By PLUM
Supplied By CRO LAMBENT PRIVATE LIMITED Mfg lic. No. : NS
Submitted By CRO LAMBENT PRIVATE LIMITED Ref. No. - NS,DATE:09/09/2025
Address B-52, 3rd Floor, Sector 64, Noida, UTTAR PRADESH- 201301 INDIA
Batch No Mfg. Date Expiry Date Batch Size Sample Quantity
25HS 07/2025 BEST BEFORE NS 80 gm
24 MONTHS 10/09/2025
Sample ID: 202509100030 Received On :
Date of start of analysis : 10/09/2025 Date of completion of analysis : 17/09/2025
Description :- White viscous liquid
) _ <Lower <Upper
<Parameters> <Results> <Unit> <Req.> <Claim> <LLOQ> limit> limit> <Method>
Total fatty substance - 1.26 % wiw - - - - 1S 6608:2004
content
pH : 6.36 = - - - - IS 6608:2004
J/Annex B
Microbial Limit :
Yeasts & Moulds count : Less than 10 cfulg n E - - IS 14648:2011
Thermal stability - Passes the test - - - - - 1S 6608:2004
Microbial analysis :
Total viable count - Less than 10 cfulg N - - - 1S 14648:2011

Report : CUSTOMER ASKED FOR THE ABOVE TESTS ONLY

End of Report

To verify Report Scan this Code.

*Terms & Conditions:
(1) Total liability of this laboratory is limited to the invoice amount.

(2) Sample not drawn by the laboratory, unless specified. The results apply to the samples as received.
(3) Theresults listed refer only to the tested sample and applicable parameter. Endorsement of products is neither inferred nor implied.
(4) This report is not to be reproduced wholly or in part and cannot be used as evidence in the court of Law and should not be used in any advertising media

without our special Permission on writing.

{ -
|

Vaibhav Tyagi Padam Garg (Assistant Manager)

(OFFICER-TECHNICAL(BIOLOGICAL))

Authorized Signatory Biological

Page 1 of 1

Authorized Signatory Chemical

Date :- Wednesday,Sep 17, 2025
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7.0 EXAMINATION SCHEDULE:

- - 04/09/2025
Day 0 0 14/09/2025
Day 10 TO + 10 Days 24/09/2025
Day 20 TO + 20 Days 04/10/2025
Day 30 TO + 30 Days 14/10/2025

8.0 ETHICAL AND REGULATORY CONSIDERATIONS:

Version1l CRO Lambent Pvt. Ltd. Report Reference No. LL42/PSSIPL — 001, Version —01(Oct 25) Guideline: GCP — EC6(R3)

8.1 STUDY PERSONNEL

The Investigator affirms that the Study Manager and all associated personnel involved in the
conduct of this study possess the requisite academic qualifications, technical expertise, and clinical
research  experience  essential  for the proper execution of the  study.
All study-related procedures were conducted under the supervision of qualified Dermatologists,
and Technical Evaluators, in full compliance with the approved protocol, Good Clinical Practice
(GCP) guidelines, and all applicable regulatory standards.

8.2 DATA ARCHIVING AND RETENTION

All essential documents and study records are archived as per the sponsor’s recommendation and
GCP requirements. Dual-mode archiving has been implemented to ensure data preservation and
integrity:

1. Paper Documentation: Original case report forms (CRFs), consent forms, questionnaires, and
investigator-signed protocols are securely archived in controlled laboratory facilities until the
end of the retention period.

2. Electronic Data: All soft copies, including datasets, digital images, and electronic CRFs, are
archived on encrypted high-capacity USB drives or on clouds with restricted access.

All data will be retained for a minimum of two (2) years from the date of submission of the final

report. The investigator will inform the study sponsor prior to the destruction or relocation of any

archived materials. All study-related documents remain accessible for inspection by the sponsor,
authorized representatives, auditors, or regulatory authorities upon request.

8.3 CONSENT TO PARTICIPATE IN THE STUDY

Each subject was provided with a comprehensive Participant Information Sheet and Informed
Consent Form (ICF) outlining:

The objective, design, methodology, and expected duration of the study.

Potential benefits, foreseeable risks, and participation requirements.

Inclusion and exclusion criteria.

Data confidentiality and access rights.

Subject compensation and voluntary participation rights, including withdrawal without
penalty.

O CUTESECRRS
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Only subjects who demonstrated full comprehension of the study and voluntarily signed the ICF
were enrolled. A total of 40 subjects were recruited from four geographical zones — West Bengal,
Chennai, Delhi NCR, Jammu & Kashmir — ensuring demographic and environmental diversity
in the study population.

8.4 CONFIDENTIALITY AND DATAPROTECTION

All subject-related data, medical information, and study results are treated as strictly confidential.
Access to personal identifiers was limited to the Investigator and authorized personnel directly
involved in the study. Subjects were assigned unique identification codes to ensure anonymity
throughout data recording and analysis. Medical information obtained during recruitment,
screening, or participation remains protected under medical confidentiality and was not disclosed
to the sponsor or third parties in identifiable form

8.5 QUALITY ASSURANCE AND COMPLIANCE
The study was conducted in compliance with ICH-E6 (R3) — Good Clinical Practice (GCP) and in
accordance with the Quality Management System (QMS)

The QMS ensures accuracy, reproducibility, and traceability of all data generated during the study.
Periodic internal audits and sponsor audits were performed to confirm protocol adherence, data
validity, and compliance  with Standard Operating Procedures (SOPs).
All findings were documented and corrective actions, if required, were implemented as per the
quality assurance framework

8.6 REGULATIONS / ETHICAL REVIEW

The study protocol, informed consent form, and all related documents were reviewed and approved
by an Independent Ethics Committee (IEC) prior to study initiation. All study procedures were
conducted in accordance with the ethical principles outlined in the Declaration of Helsinki (2013),
Schedule Y of the Drugs and Cosmetics Act (India), and other applicable national regulations
governing human clinical studies.

8.7 PRACTICAL CONSIDERATIONS

A formal agreement between the Investigator and Sponsor governs all operational and publication-
related aspects of the study. Any amendment, deviation, or modification to the protocol,
methodology, or dissemination of results requires prior written approval from both parties.
The study sponsor and investigator jointly ensured that all regulatory, ethical, and technical
requirements were fulfilled throughout the study duration

y—
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8.8 CLINICAL EVALUATION
Clinical Evaluation Report Derived from Mean Self-Assessment Scores of All Study Subjects

e For New Comedone, irritation,& sebum, breakout Scoring .

0 3 4
0 4 5
0 2 3
0 1 3
0 3 3
0 2 3

Scoring: 0 = Problem observed, 1 = Mild issue , 2 = Moderate issue , 3 = Very slight issue, 4 = Safe, 5 = completely No issues

Incidence of Overall Skin hydration  Skin tone / Sebum / User Irritation or
new breakout brightening oiliness levels satisfaction sensitivity

comedones incidence

Graphical representation of Global Assessment Data for Rice Water & Niacinamide 2% Hybrid Sunscreen based on Average
Calculation of all Subject’s Self Evaluation data
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9.0 OVERVIEW OF PRODUCT PERFORMANCE - ZONE-WISE EVALUATION

Description:

This section presents a comprehensive zone-wise visual summary Clinical Evaluation of the Non —
Comedogenic of RICE WATER & NIACINAMIDE 2% HYBRID SUNSCREEN across multiple
regions, with a focus on periorbital skin parameters including Incidence of New Comedones,
Hydration, Skin Tone, irritation. Assessments were conducted at baseline (Day 0) and at Days 10, 20,
and 30 Days.

Each parameter was evaluated using a 6-point clinical scoring scale:

Scoring: 0 = No Improvement, 1 = Very Mild Improvement,2 = Mild improvement, 3 = Moderate
Improvement, 4 = Marked Improvement, 5 = Complete Improvement (clear, smooth , non-
comedogenic skin)

Key Features of the Presentation:

e Zone-wise efficacy trends: Clear visualization of improvements in each parameter across
different zones, Delhi - NCR, Chennai, West Bengal, Jammu & Kashmir

e Progressive benefits: Tracking hydration, Non-Comedogenic, and brightens skin tone, over
the study duration.

e Tolerability assessment: Zone-specific evaluation of irritation or redness ensures consistent
safety profiles.

Product Efficacy

1. Exhibits excellent skin compatibility with no increase in comedone formation.

2. Provides broad-spectrum sun protection (UVB + UVA).

w

Features a lightweight, non-greasy texture that absorbs quickly without leaving
any white cast.

Helps brighten and even out the skin tone, giving a radiant and healthy glow.
Enhances skin hydration and supports barrier repair for long-lasting comfort.

Refines skin texture and helps minimize visible pores.

= Gn I

Leaves the skin smooth, soft, and visibly healthier with regular use.

—

)

AN\¥ %
K] /
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Product Characteristics

1. The test product is not greasy.

2. The test product gives slight cooling sensation.

Product Acceptability

1. The test product does not cause itching.

2. The test product does not cause irritation.

3. The test product does not give burning sensation.

For each ltem, the possible answers are:

0 = No Improvement

1 = Very Mild Improvement
2 = Mild improvement

3 = Moderate Improvement
4 = Marked Improvement

5 = Complete Improvement

1) Efficacy Study — Delhi NCR Zone
Zone: Delhi NCR

i. Scoring for Efficacy Parameters:
0 = No Improvement

1 = Very Mild Improvement

2 = Mild Improvement

3 = Moderate Improvement

4 = Marked Improvement

5 = Complete Improvement

li. Scoring for Redness / Irritation Parameters:

0 = Extremely Irritating

1 = Highly Irritating

2 = Moderately Irritating

3 = Mildly Irritating

4 = Very Mild / Barely Noticeable

5 = Completely Non-Irritating / Safe for Skin

Differently Better
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Table Overview:

The table summarizes the progressive changes in key periorbital parameters, including Incidence of new comedone,
skin tone, overall breakouts incidence, skin hydration, and redness/irritation, observed in subjects over a 30 -day
period of RICE WATER & NIACINAMIDE 2% HYBRID SUNSCREEN application in the Delhi NCR Zone.

Table No.: 1
Parameter
1 Incidence of New 1 2 3 5
Comedones
2 Overall Breakout Incidence - 2 2 4
3 Skin Hydration 1 1 3 4
4 Skin Tone / Brightening 0 2 3 °
5 Sebum / Oiliness Levels 1 2 2 &
6 redness/irritation 0 5 5 5

9.1 Use of Images:

Representative before-and-after photographs for each zone are included to visually support the observed
clinical findings. This integrated zone-wise presentation enables clear comparison across different regions,
effectively highlighting the clinical efficacy and user acceptability of the RICE WATER & NIACINAMIDE
2% HYBRID SUNSCREEN among diverse populations.

A) In the Delhi NCR Zone, 30 days of continuous application of RICE WATER & NIACINAMIDE 2%
HYBRID SUNSCREEN resulted in clinically significant and visibly appreciable improvements with no new

comedones observed, along with enhanced skin tone/brightening, hydration, and overall reduction in breakouts.

Pic No. 1: Baseline Image (Day 0) Pic No. 2: Post-Treatment Image (Day 30)
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B) In the Delhi NCR Zone, 30 days of continuous application of RICE WATER & NIACINAMIDE 2%
HYBRID SUNSCREEN resulted in clvisibly noticeable reduction in comedones, highlighting the product’s

efficacy in minimizing comedone formation and promoting smoother skin texture.

Pic No. 3: Baseline Image (Day 0) Pic No. 4: Post-Treatment Image (Day
30)

e

(s

<
N e
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2.) Efficacy Study — West Bengal
Zone: West Bengal

i. Scoring for Efficacy Parameters:

1= No Improvement

2. =Very Mild Improvement
3. = Mild Improvement

4. = Moderate Improvement
5. = Marked Improvement

6. = Complete Improvement

ii Scoring for Redness / Irritation Parameters:

0 = Extremely Irritating

1 = Highly Irritating

2 = Moderately Irritating

3 = Mildly Irritating

4 = Very Mild / Barely Noticeable

5 = Completely Non-Irritating / Safe for Skin

Table Overview:

The table summarizes the progressive changes in key periorbital parameters, including Incidence of new comedone,
skin tone, overall breakouts incidence, skin hydration, and redness/irritation, observed in subjects over a 30 -day
period of RICE WATER & NIACINAMIDE 2% HYBRID SUNSCREEN application in the West Bengal Zone.

Table No.: 2
Incidence of New Comedones v 1 E 4
Overall Breakout Incidence 1 2 2 3
Skin Hydration 0 1 2 &
Skin Tone / Brightening ¢ 2 E 3
Sebum/ QOiliness Levels 1 1 2 4
0 5 5 5

redness/irritation
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A) In the West- Bengal Zone, 30 days of continuous application of RICE WATER & NIACINAMIDE 2%

HYBRID SUNSCREEN resulted in clinically significant and visibly appreciable improvements with no new
comedones observed, along with enhanced skin tone/brightening, hydration, and overall reduction in breakouts.

Pic No. 5: Baseline Image (Day 0) Pic No. 6: Post-Treatment Image (Day 30 )

B) In the West - Bengal Zone, 30 days of continuous application of RICE WATER & NIACINAMIDE 2%
HYBRID SUNSCREEN resulted in clinically significant and visibly noticeable reduction in comedones,

highlighting the product’s efficacy in minimizing comedone formation and promoting smoother skin texture.

Pic No. 7: Baseline Image (Day 0) Pic No. 8: Post-Treatment Image (Day 30)

Version1 CRO Lambent Pvt. Ltd. Report Reference No. LL42/PSSIPL — 001, Version — 01(Oct 25) Guideline: GCP —-EC6(R3)  Oct -25



Differently Better

3. Efficacy Study — Chennai Zone

Zone: Chennai Zone

i. Scoring for Efficacy Parameters:

0 = No Improvement

1 = Very Mild Improvement
2 = Mild Improvement

3 = Moderate Improvement
4 = Marked Improvement

5 = Complete Improvement

ii. Scoring for Redness / Irritation Parameters:

0 = Extremely Irritating

1 = Highly Irritating

2 = Moderately Irritating

3 = Mildly Irritating

4 = Very Mild / Barely Noticeable

5 = Completely Non-Irritating / Safe for Skin

Table Overview:

The table summarizes the progressive changes in key periorbital parameters, including Incidence of new comedone,
skin tone, overall breakouts incidence, skin hydration, and redness/irritation, observed in subjects over a 30 -day
period of RICE WATER & NIACINAMIDE 2% HYBRID SUNSCREEN application in the Chennai Zone.

Table No.: 3

Parameter Day 0 Day 10 Day 20 Day 30
Incidence of New Comedones 1 : &
Overall Breakout Incidence 1 2 8
Skin Hydration 0 2 2 .
Skin Tone / Brightening ¢ 1 E 3
Sebum/ Oiliness Levels L 1 2 &

0 0 5 5

redness/irritation
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A) In the Chennai Zone, 30 days of continuous application of RICE WATER & NIACINAMIDE 2% HYBRID
SUNSCREEN resulted in clinically significant and visibly appreciable improvements with no new comedones

observed, along with enhanced skin tone/brightening, hydration, and overall reduction in breakouts.

Pic No. 9: Baseline Image (Day 0) Pic No. 10: Post-Treatment Image (Day 30)

B) In the Chennai Zone, 30 days of continuous application of RICE WATER & NIACINAMIDE 2% HYBRID
SUNSCREEN resulted in clinically significant and visibly noticeable reduction in comedones, highlighting the

product’s efficacy in minimizing comedone formation and promoting smoother skin texture.

Pic No. 11: Baseline Image (Day 0) Pic No. 12: Post-Treatment Image (Day 30)
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7. Efficacy Study — Jammu & Kashmir Zone

Zone: Jammu & Kashmir Zone

i. Scoring for Efficacy Parameters:

0 = No Improvement

1 = Very Mild Improvement
2 = Mild Improvement

3 = Moderate Improvement
4 = Marked Improvement

b. = Complete Improvement

ii. Scoring for Redness / Irritation Parameters:

0 = Extremely Irritating

1 = Highly Irritating

2 = Moderately Irritating

3 = Mildly Irritating

4 = Very Mild / Barely Noticeable

5 = Completely Non-Irritating / Safe for Skin

Table Overview:

The table summarizes the progressive changes in key periorbital parameters, including Incidence of new
comedone, skin tone, overall breakouts incidence, skin hydration, and redness/irritation, observed in subjects over
a 30 -day period of RICE WATER & NIACINAMIDE 2% HYBRID SUNSCREEN application in the Jammu &

Kashmir Zone.

Table No.:4
Incidence of New Comedones 0 1 3 >
Overall Breakout Incidence 1 e 3
Skin Hydration 0 1 2 &
Skin Tone / Brightening 0 2 3 4
Sebum/ Qiliness Levels 1 1 2 &
0 0 5 5

redness/irritation
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A) In the Jammu & Kashmir Zone, , 30 days of continuous application of RICE WATER & NIACINAMIDE 2%
HYBRID SUNSCREEN resulted in clinically significant and visibly appreciable improvements with no new

comedones observed, along with enhanced skin tone/brightening, hydration, and overall reduction in breakouts.

Pic No. 13: Baseline Image (Day 0) Pic No. 14: Post-Treatment Image (Day 30 )

B) In the Jammu & Kashmir Zone, ,30 days of continuous application of RICE WATER & NIACINAMIDE 2%
HYBRID SUNSCREEN resulted in clinically significant and visibly noticeable reduction in comedones,

highlighting the product’s efficacy in minimizing comedone formation and promoting smoother skin texture.

Pic No. 15: Baseline Image (Day 0) Pic No. 16: Post-Treatment Image (Day 30 )
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100 DESCRIPTION OF THE EXPLOITED PANEL
FOR RICE WATER & NIACINAMIDE 2% HYRBID SUNSCREEN:

The exploited panel consisted of 40(Healthy Adults Male and Female having Acne- prone or
combination/oily skin type) were selected for this study. The subjects selected for this study
were healthy male and female adult subjects with Acne-prone or combination/oily skin type, aged
between 18 TO 30 years, as per self-evaluation following comments are recorded from each

subject
S.No. Code of Exploited Remarks
panels
1 S1-F After using the Rice Water & Niacinamide 2% Hybrid Sunscreen for 30 days,
I noticed my skin stayed protected without any clogged pores.
2 S2-F My skin felt hydrated and comfortable even after long hours in the sun, with no
irritation or redness.
3 S3-F The sunscreen absorbed quickly, left no greasy residue, and kept my skin
smooth and balanced.
4 S4-M I experienced no breakouts or pore blockages during the trial period
5 S5-F My overall skin texture appeared healthier, and my face felt well-protected against
daily sun exposure.
6 S6- M I noticed no new blackheads or whiteheads after using the sunscreen daily.
7 S7-F My skin texture improved, and my pores remained clear .
8 S8-F The Rice Water & Niacinamide 2% Hybrid Sunscreen absorbed well, without
causing any comedones.
9 S9-F My face felt hydrated and smooth, with no pore blockages.
10 S10-F My skin looked brighter and healthier after daily use
11 S11-M My skin stayed balanced and breakout-free during daily use.
12 S12-F The sunscreen provided protection while keeping pores unclogged.
13 S13-M | felt confident using the Rice Water & Niacinamide 2% Hybrid Sunscreen,
no comedone issues arise.
14 S14-F My skin felt comfortable and remained free from blackheads and
whiteheads.
15 S15-F Regular use for 4 weeks did not increase acne or comedone formation.
16 S16-F My skin looked healthier, and pores were not blocked.
17 S17-F My skin stayed balanced and breakout-free during daily use.
18 S18-F I experienced no signs of irritation or clogged pores.
19 S19-M My face remained clear and smooth, with no new comedones forming.
20 S10-F The sunscreen was suitable for my acne-prone skin, causing no pore
blockages.
21 S21-F My skin stayed clear, without any increase in blackheads or whiteheads..
22 S22-F The sunscreen is gentle, effective
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23 S23-F Even after 30 days, my pore condition remained healthy and unclogged.
24 S24-F After using the Rice Water & Niacinamide 2% Hybrid Sunscreen for 30
days, my skin stayed clear with no new pimples.
25 S25-M My skin looked fresh and radiant every day
26 S26-F my skin stayed smooth, healthy, and completely free from new pimples or
clogged pores
27 S27-F My skin felt comfortable, hydrated, and remained clear of comedones.
28 S28-F Even after long daily use, no new pimples or blackheads formed.
29 S29-F | experienced no irritation, dryness, or pore blockages.
30 S30-F Continuous use for 4 weeks kept my skin clear and smooth.
31 S31-M My skin stayed balanced, with no breakouts or clogged pores.
32 S32-F I noticed improved skin texture, and my old acne marks started fading.
33 S33-M Regular use kept my acne-prone areas completely free from new pimples
34 S34-F On my face sunscreen absorbed quickly, without causing any acne or pimples.
35 S35-M Overall, my skin stayed smooth, healthy, and completely free from new pimples or
clogged pores.
36 S36-F Even on my oily face, no blackheads or whiteheads appeared
37 S37-F I experienced no irritation, dryness, or pore blockages
38 S38-F use for 30 days Rice Water & Niacinamide 2% Hybrid Sunscreen my skin stayed
clear with no new pimples
39 S39-M The sunscreen made my skin feel soft and balanced, with zero breakouts.
40 S40-F Regular use kept my acne-prone areas completely free from new pimples.

Abbreviations: S — Subject; F — Female; M — Male

o
C 2% Z)
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11. DISCUSSION & CONCLUSION

Product Name Batch No. Manufacturing Date
RICE WATER &
NIACINAMIDE 2% 25HS
HYBRID SUNSCREEN 07/2025

The Rice Water & Niacinamide 2% Hybrid Sunscreen, when applied twice daily on the face by a panel
of 40 Indian subjects including male and Female representing with Acne-prone or combination/oily
skin types, demonstrated noticeable efficacy in protecting the skin while not increasing comedone
formation after 30 days of regular use on the test area Face (T-Zone and Cheeks).

v" Subject’s Self Evaluation:

The Rice Water & Niacinamide 2% Hybrid Sunscreen demonstrated efficacy in protecting the skin
while not increasing comedone formation. Based on subject self-evaluation and doctor’s exmination,
all claims related to product efficacy, physical characteristics, and overall acceptability were
significantly validated. The panel of subjects consistently recognized improvements across all
evaluated parameters at TO — Before application, T1 - after 10 days application of Product, T2 - after

20 days application of Product, and T3 - after 30 days application of Product.

*No claims can be made based on SSE alone
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Fellowship in Laser & Aesthetic Medicine (NSC Singapore)
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SKIN & AESTHETICS
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NAME
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CONCERN
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Project Name: Clinical Evaluation of Non-Comedogenic test of Rice Water &
Niacinamide 2% Hybrid

Sunscreen

Subjects: 40

Company Name: Pureplay Skin Sciences (India) Private Limited

Study Designer & Data Analyst: CRO Lambent Pvt. Ltd.

Product Code Product Name

Product A RICE WATER & NIACINAMIDE 2% HYBRID SUNSCREEN

This is to certify that the Rice Water & Niacinamide 2% Hybrid Sunscreen has been
clinically evaluated under my direct supervision as part of a controlled, 4-week
dermatological study for Non-Comedogenic assessment.

NEXT VISIT: _ _/_ _/

Based on comprehensive clinical observations and instrumental assessments, the
product has demonstrated:

Clinically proven non-comedogenic efficacy, confirming that regular use for 4
weeks did not increase comedone formation, thereby maintaining clear, smooth, and
healthy- skin.

Clinically validated safety for acne-prone and oily skin, showing that the
formulation is gentle, lightweight, and well-tolerated, with no incidence of new
breakouts or pore congestion observed during the study.

Visible improvement in overall skin tone, brightness, and hydration, resulting in
a balanced, radiant, and refreshed facial appearance after consistent application.
Demonstrated ability to regulate sebum levels, providing effective oil control
while preserving the skin’s natural moisture balance.

Excellent dermatological tolerance, with no signs of redness, irritation, or
adverse reactions observed during the studyUpon review of the formulation and
clinical data, the Rice Water & Niacinamide 2% Hybrid Sunscreen is hereby
certified as dermatologically safe for regular use in the Face

TREATMENT ADVISED

Clinic 1: 193, Hamilton Court Road, Clinic 2: A- 15, Ground Floor,
Sector 27, Gurugram
+91-7447467557 Sector- 82A, Gurugram

Town Square, Vatika India Next,
+91-9625659478

@O® //URSAaesthetics

@& www.ursaskin.com
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Clinical Oversight Disclaimer
** |t is to be noted that only 10 subjects from the Delhi NCR zone were evaluated under direct

clinical supervision by the Dermatologist. The remaining subjects were monitored remotely with
regular telephone follow-ups and guidance from the study physicians.
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