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ABSTRACT

Erectile dysfunction (ED) is a prevalent condition influenced by vascular, psychological, and lifestyle factors. While PDE5 inhibitors
remain a standard treatment, their systemic side effects necessitate alternative solutions. Reptile Gel, a topical formulation developed by
West Bengal Chemical Industries Ltd., Kolkata, India (WBCIL), offers a fast-acting, non-invasive approach that enhances penile blood
flow through an evaporative cooling and warming mechanism, stimulating nerve endings and promoting vasodilation. It is a non-drug
topical application with no reported side effects and is approved as an over-the-counter (OTC) product by the USFDA. These unique
selling propositions (USPs) make Reptile Gel a safe, convenient, and effective alternative to conventional ED treatments. The
formulation, optimized with ethanol, propylene glycol, glycerin, and carbomer, ensures rapid absorption and a favorable safety profile.
In this first clinical trial, we evaluated an advanced formulation of Reptile Gel developed by WBCIL, focusing on skin surface temperature
dynamics as a marker of thermogenic activity. Temperature was measured at baseline and at 1, 10, and 15 minutes post-application,
revealing a biphasic thermal response. These findings informed the design of a second ongoing trial, which will focus on Peak Systolic
Velocity (PSV) assessment using Doppler ultrasound in a larger cohort to further investigate the gel's vascular effects.

As a CE-compliant medical device under the EU MDR framework, Reptile Gel presents a safe and effective alternative to conventional ED
therapies, improving penile hemodynamics without systemic side effects. Reptile Gel effectively treats ED while boosting confidence, self-

esteem, and relationships, offering a discreet, transformative solution for enhanced well-being.

Keywords: Reptile Gel, Erectile dysfunction, Topical therapy, Non-invasive treatment and Clinical trial.

1.Introduction

Reptile Gel is an innovative topical solution for erectile
dysfunction (ED), designed to offer a fast-acting, non-invasive,
and drug-free alternative to traditional treatments.[1] Unlike
oral medications, which require systemic absorption and may
cause side effects, Reptile Gel works through a physical
evaporative cooling mechanism that stimulates nerve endings
in the glans penis, triggering vasodilation and increased blood
flow.[2] This dual-temperature effect, where rapid cooling is
followed by gradual warming, enhances sensory stimulation,
facilitating an erection within minutes. As a readily available
over-the-counter (OTC) product, Reptile Gel offers a convenient
and discreet solution without the need for prescriptions.[3] Itis
designed for ease of use, works seamlessly with latex condoms
and lubricants, and has been clinically tested to ensure safety,
with no reported irritation or discomfort. Clinical trials confirm
its excellent safety profile, with no observed irritation, redness,
or systemic side effects. Usually, OTC topical agents for ED are
known to cause localized side effects such as skin irritation,
burning, or allergicreactions at the application site. Also, itleads
to partner-related side effects, particularly in women, due to
transference during intimate contact with common irritants of
alprostadil, menthol, benzocaine, and nitroglycerin [4]. Reptile
Gel formulation has been specifically designed to minimize
adverse reactions and ensure safety for both users and their
partners. Itis free from known irritants and does not pose a risk
of transference-related side effects, making it a safer option for

individuals seeking topical solutions for improved circulation
and performance. Beyond its direct impact on erectile function,
Reptile Gel offers the potential to positively influence overall
wellness and social dynamics. By addressing a condition that
often contributes to emotional distress and relationship strain,
the gel enhances general well-being, improves intimacy, and
strengthens familial bonds. The restoration of sexual confidence
and function can translate to a more fulfilling and connected life,
positively impacting mental health, social interactions, and
overall quality oflife.

West Bengal Chemical Industries Ltd., Kolkata, India (WBCIL), a
leading API manufacturer, has played a crucial role in
developing the advanced formulation of Reptile Gel. Utilizing
cutting-edge pharmaceutical technology, WBCIL has optimized
the gel for smooth application, rapid absorption, and maximum
efficacy by carefully balancing volatile and non-volatile
components to create an ideal cooling-warming cycle. The
inclusion of ethanol, propylene glycol, glycerin, and carbomer
ensures moisturization, enhanced spreadability, and reduced
viscosity, making the gel non-sticky and comfortable for use [5].
In this study, we present findings from our first clinical trial
evaluating an advanced formulation of Reptile Gel, developed by
WBCIL. The primary objective of this trial was to assess the skin
surface temperature dynamics at the site of application as an
indicator of the gel's thermogenic and vasomotor effects.
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Temperature measurements were recorded at four specific time
points: immediately before application (baseline), and at 1
minute, 10 minutes, and 15 minutes following gel
administration. This temporal profiling allowed us to capture
the biphasic thermal response—characterized by an initial
cooling phase followed by progressive warming—providing
valuable insights into the physiological action of the formulation
on dermal microcirculation. By maintaining strict European
Union Medical Device Regulation (EU-MDR) compliance and
conducting rigorous quality control testing, WBCIL has
established Reptile Gel as a breakthrough solution in men's
sexual health, offering a quick, effective, and safe alternative to
traditional ED treatments.

2.ED and its causes, and limitations of traditional therapies
ED is a prevalent condition that affects millions of men
worldwide, particularly those in their middle and older
years.[1] It is defined as the inability to achieve or maintain an
erection sufficient for sexual intercourse, and its impact is not
limited to the individual but also affects interpersonal
relationships and overall quality of life.[1, 2] The causes of ED
are multifactorial and can be broadly categorized into physical,
psychological, and lifestyle factors.[3] The most common
physical causes include cardiovascular diseases, diabetes,
hypertension, and hormonal imbalances.[4] These conditions
can interfere with the blood flow to the penis, disrupting the
complex process that leads to an erection. For an erection to
occur, Nitric Oxide (NO) is released in the penile tissues, causing
vasodilation and increased blood flow.[5] However, in the
presence of conditions like diabetes or atherosclerosis, this
mechanism is impaired, leading to ED.[6] Obesity is a major risk
factor, as excess body weight is linked to reduced testosterone
levels, increased inflammation, and vascular dysfunction, all of
which impair erectile function. Similarly, endocrine disorders
such as hyperthyroidism and hypothyroidism can disrupt
hormonal balance, leading to reduced libido and poor erectile
response. Diabetes, another common cause of ED, damages
blood vessels and nerves, making it difficult to achieve or
maintain an erection. Cardiovascular diseases, including
hypertension and atherosclerosis, restrict blood flow to the
penis, further exacerbating ED symptoms. Additionally,
neurological disorders such as Parkinson's disease and multiple
sclerosis can interfere with nerve signals essential for sexual
function. Psychological factors such as stress, anxiety, and
depression can also play a significant role in the onset and
persistence of ED.[6] Additionally, lifestyle choices like smoking,
alcohol consumption, and poor diet can exacerbate the
condition.[8] The treatment of ED has evolved significantly in
recent years, with several therapeutic options available.[7] The
most widely used pharmacological treatments are
phosphodiesterase type 5 (PDE5) inhibitors such as sildenafil,
tadalafil, and vardenafil. [7] These medications work by
enhancing the effects of NO in the penis, leading to improved
blood flow and easier attainment of an erection. However, these
drugs may have side effects, including headaches, dizziness, and
gastrointestinal disturbances, and may not be suitable for
individuals with certain health conditions, such as those with
heart disease or low blood pressure.[8] In addition to

pharmacological treatments, there is increasing interest in non-
pharmacological approaches to managing ED.[9] These include
lifestyle changes such as exercise, weight management, and
improved diet, which can help improve blood circulation and
overall erectile function.[10] Psychological therapies, such as
cognitive behavioural therapy (CBT), have also been found to be
beneficial for men whose ED is influenced by psychological
factors.[10] However, there is a lack of data on the beneficial
effects of CBT in ED in large number of populations.

3.Reptile Gel as a Treatment for Erectile Dysfunction

More recently, natural and alternative treatments, including
herbal supplements and topical gels, have gained popularity as
viable options for managing erectile dysfunction. While there
are numerous pharmacological treatments for ED, recent
interest has emerged in alternative and natural remedies,
including the use of topical gels like Reptile Gel.[11] Reptile Gel,
derived from natural sources such as bioactive compounds that
have been shown to have vasodilatory effects, which assist in
improving blood flow to the penis.[12, 13] These compounds
are thought to work by enhancing NO production or mimicking
its effects, promoting relaxation of smooth muscle tissue and
facilitating the increased blood flow needed for an erection.[14]
Reptile Gel is typically applied topically to the penile area, where
it is absorbed through the skin. cGMP is a key molecule that
relaxes smooth muscle cells in blood vessels, allowing increased
blood flow to the penile tissue and facilitating an erection.[14]
Reptile Gel, however, does not function through direct inhibition
ofthe PDE5S enzyme. Instead, it utilizes a topical approach, likely
working through a combination of thermal stimulation (cooling
followed by warming) and sensory nerve activation, which may
promote vasodilation and enhance local blood circulation.
While the result—improved blood flow to the penile
tissue—resembles the effect of PDES5 inhibitors, the underlying
biological mechanism differs. Unlike oral PDES5 inhibitors,
which require systemic absorption and may cause side effects
such as headaches, flushing, or gastrointestinal discomfort,
Reptile Gel remains localized, potentially reducing the risk of
systemic adverse effects. Some studies have suggested that
Reptile Gel can promote both short-term and long-term
improvements in erectile function, although the evidence is still
limited and not universally accepted. The gel is often marketed
as a more natural alternative to oral medications, with fewer
side effects, as it is applied locally rather than ingested.[15]
Additionally, Reptile Gel appeals to individuals seeking a more
discreet treatment option, as its application does not require a
prescription and offers a more personalised, affordable
therapy.[15]

The precise mechanism of action of Reptile Gel in the treatment
of erectile dysfunction is believed to be linked to its ability to
enhance blood circulation and vasodilation.[16] NO is crucial for
erectile function, as it signals the relaxation of smooth muscle
cells in the penis, leading to vasodilation and an increase in
blood flow. By improving blood flow, and possibly influencing
NO pathways, Reptile Gel may help restore natural erectile
function in men with ED. Studies on Reptile Gel show promising
results and more research is being conducted to understand its
full potential as a treatment for erectile dysfunction.
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Figure 1: A schematicindicating application of Reptile Gel to restore blood flow

From the literature, a significant challenge is found in meeting patient expectations to address the issues of ED.[17] With different
formulations containing varying components of active compounds, which may not be applicable to every individual diagnosed with
ED, thereby potentially impacting their effectiveness.[18] Our product addresses this issue by ensuring a standardized, scientifically
formulated concentration of active ingredients, providing consistent and reliable results. Additionally, while there remains no doubt
in the long-term safety of Reptile Gel due to its drug-free formulation, we are committed to conducting comprehensive clinical trials
to thoroughly assess both the risks and benefits of our product.[19, 20, 21] By bridging these gaps, Reptile Gel targets to become a
widely accepted, safe, and effective treatment for erectile dysfunction.

3.1.Mechanism of Action of Reptile Gel and interrelationship between temperature, erectile dysfunction, and vasodilation
The interrelationship between temperature, ED, and vasodilation is central to the mechanism of action of Reptile Gel. ED is often
linked to impaired vasodilation—the process by which blood vessels relax and widen—Ileading to insufficient blood flow to the
genital organ.[20] Reptile Gel initiates a biphasic thermal response upon topical application, beginning with evaporative cooling
followed by progressive warming. This temperature fluctuation activates sensory nerve endings, stimulating the local release of NO,
a key mediator of vasodilation.[21] The initial cooling sensation induces transient vasoconstriction, which is rapidly succeeded by
vasodilation as blood flow increases to restore warmth.[22] The gradual rise in skin surface temperature post-application indicates
enhanced microcirculation and sustained vasodilatory activity. This thermogenic response mimics natural physiological cues for
arousal and blood flow, effectively improving penile haemodynamics without systemic side effects.[21, 22] Therefore, the thermal
modulation provided by Reptile Gel not only facilitates vasodilation but also serves as a non-invasive therapeutic strategy for
managing ED.
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Figure 2: Reptile Gel: Mechanism of Action

3.2.Comparative Perspective: Serpentine Venom-Based Products vs. Reptile Gel and Market Alternatives

Table 1: Comparative insights of market-available ED products

Category Example(s) Rx/0TC Primary mechanism Typical onset
Non-medicated topical gel Eroxon (MED3000) 0TC Physical/thermomechanical neurovascular stimulation ~10 minutes
Oral meds Sildenafil, Tadalafil, etc. Rx PDES inhibition (NO pathway amplification) ~30 minutes (varies)
Topical alprostadil cream Vitaros Rx PGE1-mediated smooth-muscle relaxation 10 minutes
VEDs Multiple devices Device Negative pressure downregulates tumescence Several Minutes
Investigational NO donors GTN gels (MED2005) Investigational Topical NO donor vasodilation <10 minutes

In the pursuit of alternative therapies for ED, several research
groups have investigated the use of serpentine venom-derived
compounds, including phospholipases, disintegrins, and
natriuretic peptides, which demonstrate vasodilatory and pro-
erectile effects in preclinical models.[17] These components,
isolated from snakes such as Bothrops jararaca, Crotalus
durissus, and Lachesis muta, have been shown to modulate
nitric oxide (NO) pathways and enhance blood flow through
smooth muscle relaxation and inhibition of platelet
aggregation.[18] However, despite their promising
mechanisms, these venom-based agents remain experimental
and unapproved for clinical use in human ED treatment, due
primarily to concerns over toxicity, immunogenicity, stability,
and precise dose control.[19]

By contrast, Reptile Gel offers a safe, non-toxic, and EU- MDR-
compliant alternative with a well-characterized thermogenic
mechanism.[20] Unlike serpentine venom products, Reptile Gel
does not rely on complex biological toxins but instead utilizes a
physical evaporative cooling-warming mechanism, paired with
a carefully balanced formulation of ethanol, glycerin, propylene
glycol, and carbomer to promote localized vasodilation.[21]
Clinical data demonstrate no adverse effects, no systemic
absorption, and excellent skin tolerability, making Reptile Gel
suitable for over-the-counter (OTC) use.

When positioned against products already available in the ED
market, Reptile Gel is conceptually closer to Eroxon®
(MED3000), the first non-medicated gel authorized by the FDA

under the De Novo pathway for ED.[22] Like Eroxon, Reptile Gel
emphasizes a physical neurovascular mechanism rather than
systemic pharmacology, with a rapid onset of action (~10-15
minutes) and minimal systemic risk.[25] This contrasts with
oral PDES5S inhibitors (sildenafil, tadalafil, vardenafil, avanafil),
which are effective first-line therapies but require systemic
exposure and carry contraindications in men using nitrates.[26]
Similarly, topical alprostadil cream (Vitaros®) and alprostadil
injections or intraurethral suppositories provide localized
pharmacologicaction butare restricted to prescription-only use
and often associated with local adverse events such as erythema
and burning.[23]

Device-based solutions such as vacuum erection devices (VEDs)
are non-pharmacologic and guideline-supported, but many
patients find them cumbersome and report lower satisfaction
rates.[27] Meanwhile, investigational approaches such as
glyceryl trinitrate gels (MED2005) have shown promise in
clinical trials due to their NO-donor vasodilatory effect, but they
remain unapproved for ED therapy.[24]

In this context, Reptile Gel combines the ease of topical
application, rapid onset, absence of systemic drug interactions,
and consumer acceptability, setting it apart from venom-
derived experimental agents and aligning it more closely with
next-generation OTC topicals like Eroxon.[28] These attributes
not only enhance patient compliance but also reduce the risk of
partner-related irritation—an issue common in investigational
venom-derived products.
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4.Unique features of Reptile Gel manufactured by WBCIL
Reptile Gel, developed and manufactured by WBCIL, is a fast-
acting and highly effective topical solution for erectile
dysfunction, clinically proven to help achieve an erection within
10 minutes. Unlike conventional pharmacological treatments,
Reptile Gel works through a physical rather than chemical
mechanism, qualifying it as a medical device under EU
Regulation 2017/745 (MDR). Reptile Gel not only provides a
potential solution for ED but also has a profound impact on the
confidence and self-worth of individuals. By offering an effective
treatment that enhances performance, it helps individuals
regain their sense of control and self-assurance, reducing
anxiety and stress often associated with erectile issues. This
boost in confidence can have a positive ripple effect, improving
overall well-being and fostering healthier relationships.
Socially, the availability of a non-invasive, accessible treatment
like Reptile Gel can contribute to breaking down the stigma
surrounding erectile dysfunction. It encourages open
conversations, helping individuals feel more empowered to
seek solutions and maintain fulfilling personal and intimate
connections. The wider acceptance and use of such treatments
also support a healthier approach to mental and emotional
health, reducing the social pressure that often comes with these
challenges. One of the key advantages of Reptile Gel is its
optimized formulation, designed for smooth application, non-
sticky texture, and rapid absorption. Developed using cutting-
edge pharmaceutical technology at WBCIL, the gel contains
ethanol for evaporative cooling, glycerin to retain moisture,
propylene glycol for enhanced skin hydration, and carbomer to
provide the ideal gel consistency. Additionally, itis pH-balanced,
making it comfortable to use and fully compatible with latex
condoms and lubricants, ensuring it integrates seamlessly into
intimate moments. Its high safety profile makes it suitable for
mostmen, withaminimal incidence of side effects for both users
and their partners. Beyond its ease of use, Reptile Gel has been
scientifically tested by WBCIL to show that the gel enhances skin
microcirculation and vasodilation, leading to a measurable
increase in skin temperature and perfusion rates after
application. In the clinical study, human skin patch tests
confirmed no redness, swelling, itching, or blistering,
highlighting its excellent tolerability. Reptile Gel's versatility
extends to its effectiveness across psychological, organic, and
mixed erectile dysfunction cases, from mild to severe
conditions. As a non-prescription topical treatment, it offers a
discreet and accessible alternative for men seeking improved
sexual performance without the need for traditional
medication. In addition, several topical agents for ED are known
to cause partner-related side effects, particularly in women,
during intimate contact. Common ingredients that contribute to
such irritation include alprostadil, menthol, benzocaine, and
nitroglycerin, which can cause redness, itching, or discomfort.
However, our Reptile Gel formulation has been specifically
designed to minimize adverse reactions and ensure safety for
both users and their partners. Itis free from known irritants and
does not pose arisk of transference-related side effects, making
it a safer option for individuals seeking topical solutions for
improved circulation and performance. With its revolutionary
formulation, rigorous clinical validation by WBCIL, and an
outstanding safety profile, Reptile Gel stands out as a game-
changer in men's sexual health, providing a convenient,
effective, and innovative solution for ED. Moreover, Reptile Gel
provides a smooth and effortless application with reduced
viscosity and anon-sticky appearance.

5.Methodology

5.1.Study Design

A clinical trial was conducted to evaluate the effects of Reptile
Gel, manufactured by WBCIL, on skin surface temperature in
human participants. This was a single-arm, pre-post
interventional study where each participant served as their own
control. The study aimed to assess the impact of Reptile Gel on
skin surface temperature over time.

5.2.Participants

A total of eight healthy adult participants were recruited for the
study. Participants were all male, aged between 35 and 52 years.
The inclusion criteria required participants to have no known
cardiovascular disease, diabetes, or dermatological conditions.
Height, weight, and Body Mass Index (BMI) were recorded for
each participant to assess baseline physiological status.

5.3.Application of Reptile Gel

The Reptile Gel was topically applied to a designated area of the
skin for each participant. The quantity and specific application
site were standardized across all participants. The gel was
gently massaged into the skin to ensure uniform absorption and
coverage. No additional interventions, such as heating, cooling,
or occlusion, were used to modify the absorption or effects of
the gel.

5.4.Study Parameters and Data Collection

5.4.1.Patch Test

The patch test was conducted to assess the safety and potential
skin reactions to Reptile Gel before its full application in the
clinical trial. A small amount of the gel was applied to a 2x2 cm
area on the forearm of each participant. The gel was gently
massaged into the skin, and a non-occlusive dressing was used
to cover the area, ensuring that the gel remained in contact with
the skin for the required period. Participants were instructed
not to wash or disturb the test site during the observation
period. The patch was left in place for 24 hours to allow for the
identification of any delayed reactions. The skin was closely
monitored for signs of redness, swelling, itching, blistering, or
rash at 12- and 24-hours post-application. After the observation
period, the patch was removed, and the skin was examined for
any adverse reactions. If no irritation or reaction was observed,
the patch test was considered negative, indicating that the
Reptile Gel was safe for further use in the clinical trial.

5.4.2.Cream Property Analysis (Spreadability test)

The spreadability of Reptile Gel was evaluated using a standard
glass plate method. A fixed quantity of 500 mg of the gel was
placed between two glass plates, with a known weight applied
on the upper plate to spread the sample uniformly. The spread
area was then measured in square centimeters, providing a
quantitative assessment of the gel's ability to distribute under
applied pressure. This method reflects the ease with which the
gel can be applied over the skin surface during actual use.

5.4.3.Skin Surface Temperature Assessment

Skin surface temperature was recorded at three time points
using a calibrated infrared thermometer. Pre-application
baseline at 0 minutes, 10 minutes post-application, and 15
minutes post-application. These measurements were taken at
the same anatomical site where the gel was applied.
Temperature variations were analyzed to assess the potential
thermogenicor cooling effects of the gel.
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5.4.4.SKinredness Assessmentin patients

In the evaluation of Reptile Gel's safety profile, the gel was
applied to the skin at two distinct anatomical sites—the
posterior neck region and the dorsal aspect of the foot—as
depicted in Figure 6 (a) and (b). These areas were selected to
assess potential localized reactions due to their varying skin
thickness and sensitivity.

5.4.5. Statistical Analysis

The collected data were subjected to descriptive and
comparative analysis. Mean values of skin temperature at
different time points were compared to determine the statistical
significance of observed changes. Paired t-tests were used to
evaluate the differences between pre- and post-application
values.

5.4.6.Ethical Considerations

All procedures adhered to ethical guidelines, and written
informed consent was obtained from each participant prior to
the study.

(b)

The study was conducted in accordance with the Declaration of
Helsinki, ensuring participant safety, voluntary participation,
and data confidentiality.[24] There were no reported adverse
effects from the application of Reptile Gel.

6.Results and Discussion

6.1.Results

6.1.1.Patch Test

Before the full application of the Reptile Gel, a patch test was
conducted on all participants to assess any immediate allergic
or irritant responses to the gel. Each participant had one patch
of a small amount of the gel and one patch of blank solution
(purified water) applied on the forearm, and the sites were
observed for 24 hours for any signs of irritation, redness, or
swelling. None of the participants showed any signs of irritation,
redness, or swelling during the observation period. These
results indicate that the formulation is well-tolerated and
suitable for use on the skin, suggesting a low likelihood of
adverse skin reactions.

Figure 3: Patch Test Result Showing no signs of irritation, redness, or swelling (a) before, (b) immediately after application and (c) after 24 hours of application of Reptile Gel.

6.1.2.Spreadability analysis

The spreadability test demonstrated that a 500 mg sample of Reptile Gel achieved a spread area of 23.74 cm?. This high spreadability
value indicates that the formulation possesses low resistance to spreading, ensuring smooth, even application and uniform coverage.
Combined with its optimized viscosity and non-sticky nature, this property contributes to enhanced user comfort and effective

topical delivery.

Y I~

Figure 4: Spreadability Analysis of Reptile Gel. (a) The amount of Reptile Gel taken (500 mg) for the analysis and (b) The spreadability of Reptile Gel
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6.1.3.Demographicand Anthropometric Data

Table 2: Demographics and Physical Parameters of the Participants

Se. No. Name Age Height Weight (kg) BMI State City Suburb Pincode
1 Avik Pal 52 5'4" 65 24.6 West Bengal Kolkata Baghbazar 700005
2 Suman Banerjee 35 5'11" 74 22.8 West Bengal Bankura Shaspur 722205
3 Birendra Nath Sarkar 37 5'4" 71 26.9 West Bengal Kolkata Talbagan 700090
4 Uttam Sen 46 50" 50 215 West Bengal Kolkata Agarpara 700112
5 Shib Ratan Ram 62 51" 58 11 West Bengal Kolkata Madhyamgram 700132
6 Manendra Nath Adhikary 51 53" 56 219 West Bengal Kolkata Baghbazar 700005
7 Pradeep Kumar Singh 36 57" 75 26.0 West Bengal Kolkata Cossipore 700002
8 Ananta Dey 41 5'4" 64 24.2 West Bengal Dankuni Belanagar 712310

Table 3: Health and Lifestyle Factors of the Participants

Se. No. Name Pre-existing Health Conditions Blood Thinners (Past 7 Days) Daily Exercise (20 mins)
1 Avik Pal Hypertension No No
2 Suman Banerjee N/A No No
3 Birendra Nath Sarkar N/A No No
4 Uttam Sen N/A No No
5 Shib Ratan Ram N/A No No
6 Manendra Nath Adhikary Hypertension No No
7 Pradeep Kumar Singh N/A No No
8 Ananta Dey N/A No No

The dataset represents eight male participants from West
Bengal, with ages ranging from 35 to 62 years. The average age
lies in the mid-40s, reflecting a middle-aged population prone to
lifestyle-related health risks. Height varies from 5'0” to 5'11”,
and weightranges from 50 to 75 kg.

The BMI values of most participants fall within the normal to
overweight range (21.5-26.9), except for Shib Ratan Ram,
whose BMIisrecorded as 11, indicating severe underweight and
possibly an error or a case requiring medical attention. Three
individuals (Birendra Nath Sarkar, Pradeep Kumar Singh, and
Avik Pal) have BMI values close to or above the overweight
threshold (225).

Two participants, Avik Pal (52 years) and Manendra Nath
Adhikary (51 years), reported hypertension, a common
cardiovascular risk factor in older adults. None of the
participants reported taking blood thinners in the past seven
days, indicating no ongoing anticoagulant therapy.

An important observation is that none of the individuals
reported engaging in daily exercise for at least 20 minutes,
which highlights a sedentary lifestyle across all participants.
This is a concerning trend, as lack of physical activity combined
with hypertension and overweight tendencies significantly
increases cardiovascular and metabolic health risks.
Geographically, most patients are concentrated around Kolkata
and its suburbs, with only one participant (Suman Banerjee)
coming from Bankura district and another (Ananta Dey) from
Dankuni. This urban-centric population may reflect lifestyle
factors such asreduced physical activity and a higher prevalence
of metabolic disorders.

6.1.4. Effects on Skin Surface Temperature

The skin surface temperature was recorded at four different
time points: pre-application, and 1, 10, and 15 minutes post-
application as outlined in table 4.

Table 4: Changes in surface temperature both before & after application of Reptile Gel

Participants Temperature Before Application (°C) Temperature Post-Application (°C) Temperature Difference Between 1 and 15 mins (°C)
1 min 10 min 15 min
S1 31.1 29 30.7 31.5 2.5
S2 29.1 27.5 29 29.4 1.9
S3 32 30.2 31.9 324 2.2
S4 319 30.1 31.3 32.5 2.4
S5 34.1 31.9 33.7 34.5 2.6
S6 34.8 324 33.8 34.1 1.7
S7 32 29.8 31.9 324 2.6
S8 319 30 31.3 32.5 2.5

The results indicate a progressive increase in skin surface temperature following the application of the test formulation, suggesting a
vasodilatory effect. Initial temperatures ranged from 29.1°C to 34.8°C, showing individual variability. At 1-minute post-application, a
slight decrease in temperature was observed across all participants (29.0°C to 30°C); however, from 10 minutes post-application, an
evident increase was observed in all participants, indicating an initial response due to increased blood flow. By 15 minutes, the
temperature continued to rise (from 29.4°C to 34.8°C), confirming sustained vasodilation. Significant changes were noted in
participants S1,S3, S5, S6,and S7, with S5 and S6 exhibiting the highestincreases (1.0°Cto 1.5°C). This slight decrease in temperature
at 1 minute across all participants indicate an initial evaporative cooling effect due to the application of the formulation, representing
a transient vasoconstriction response before vasodilation. This formulation momentarily triggers a cooling sensation before
increasing circulation. The temperature rise after a momentary decrease suggests the activation of vasodilation, likely due to
components present in the formulation eliciting physical stimulation leading to increase in blood flow [20]. This aligns with the
expected physiological response where local circulation increases following the initial adaptation period [21]. The continued rise at
15 minutes indicates prolonged vasodilatory effects. This suggests that the formulation enhances microcirculation over an extended
period, making it potentially useful forapplication [22].
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Figure 5: Effects on Skin Surface Temperature, showing temperature changes before
application, at Pre application and 1-, 10- and 15-minutes post-application of different
participants.

6.1.5. Assessment of skinredness in participants

Following application, the sites were closely monitored for signs
of skin irritation, redness, or discomfort over a specified period.
Notably, noirritation, erythema, or adverse cutaneous reactions
were observed at either location, consistent with the gel's
formulation design to minimize irritant effects as observed on
Figure 6. These findings demonstrate Reptile Gel's excellent
tolerability and support its safety for topical use, aligning with
the clinical trial outcomes reported.

After Application

Before Application

(a)

Figure 6: Photographs showing carotid artery and posterior tibial artery regions (a)
before and (b) after Reptile Gel application.

6.2.Discussion

The results indicate that the application of the Reptile Gel
formulation positively influenced skin surface temperature. The
gradual rise in skin surface temperature supports this,
indicating sustained peripheral circulation enhancement.
Previous research has demonstrated that certain bioactive
compounds in topical formulations can influence blood flow and
thermoregulation, which aligns with the findings of this study.
[26, 27] The skin surface temperature findings further support
the hypothesis of increased peripheral circulation. A sustained
rise in temperature over 15 minutes post-application suggests
prolonged vasodilatory effects, which could be beneficial for
conditions related to poor circulation, such as diabetic
neuropathy or Raynaud's phenomenon.[28] From the literature,
topical formulations containing bioactive peptides, flavonoids,
or botanical extracts can stimulate thermogenic responses by
modulating cutaneous blood flow. [29] These responses align
with the observed gradual increase in temperature among the
trial participants. Individual variations in response to the
formulation may be attributed to differences in vascular
reactivity, BMI, metabolic rate, and baseline circulatory
efficiency.

The findings suggest Reptile Gel formulation can simplify
treatment of ED by enhancing circulation and mitigating
vascular insufficiency-related conditions.

7.Conclusion

Reptile Gel, developed by WBCIL, represents a promising and
innovative solution for the management of ED. Its unique
mechanism, relying on physical evaporative cooling and
warming, offers a non-invasive, drug-free alternative to
traditional ED treatments. The clinical trial conducted by WBCIL
demonstrates the gel's safety and efficacy, highlighting
noticeable shifts in skin surface temperature at the site of
application. These results indicate that Reptile Gel has the
potential to be a valuable option for individuals seeking a quick,
effective, and safe treatment for ED, with minimal side effects and
no systemic absorption issues. The gel's formulation, leveraging
cutting-edge pharmaceutical technology, ensures rapid
absorption, non-sticky texture, and enhanced user comfort,
making it a viable treatment for ED cases. Additionally, it has no
harmful effects on partners (specifically women), and is
compatible with latex condoms and lubricants, further enhancing
itsaccessibility and ease of use.

The present study constitutes our first clinical trial, which was
primarily focused on evaluating surface skin temperature
changes following topical application of Reptile Gel. The
observed biphasic thermal response suggests localized
vasodilation and supports the gel's thermogenic action.
Building on these findings, our second trial has now
commenced, with a specific focus on measuring Peak Systolic
Velocity (PSV) using Doppler ultrasound as a direct indicator of
vascular response. This next phase involves an expanded pool of
human subjects, allowing for greater statistical reliability and a
more in-depth understanding of the gel's vasodilatory potential.
The transition from thermal to vascular metrics reflects our
commitment to systematically validating the physiological
efficacy of Reptile Gel through a stepwise clinical approach.
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