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The Strateqgic
Value of Clinical
Trials in Medical
Aesthetics



What if clinical

trials were not only

a necessity but a
powerful investment?
Clinical dataisn’t

just numbers—it’s the
foundation of every
breakthrough. The
right data strateqgy
can set you apart.

Medical
Aesthetics
Market
Overview

Medical aesthetics has evolved from a niche
specialty into a global industry intersecting
healthcare, beauty, and wellness. Modern
consumers view aesthetic procedures as part
of self-care, healthy aging, and digital culture.

The global medical aesthetics market is
projected to grow from $25.48 billion in 2024 to
$67.89 billion by 2032, with a compound annual
growth rate (CAGR) of 13%. North America



dominates with over 50% market share, while
rapid growth is seen in Asia-Pacific and
emerging markets like India and Brazil.
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Key Drivers:

1. Aging Populations: Demand for anti-aging
solutions such as neuromodulators and
dermalfillers.

2. Minimally Invasive Treatments: Consumer
preference for less downtime and lower risk.

3. Technological Innovation: Al, regenerative
medicine, and energy-based devices.

4. Investment Activity: A surge in private
equity and venture capital funding.

Investment Trends:
/  Seed rounds: $IM—$15M

/ Series A: $20M-+ for technologies
like regenerative medicine and Al
personalization

Major Industry Shifts

Convergence of Pharmaceuticals
and Aesthetics

The increasing number of acquisitions and
partnerships between pharmaceutical giants
and aesthetic companies highlights a trend
towards integrating high-performance skincare
with therapeutic applications.

Cosmeceutical Innovation

High-performance cosmeceuticals are

bridging the gap between cosmetics and
pharmaceuticals. Companies leveraging clinical
research to validate claims are gaining a
competitive edge in consumer trust.

Macro Trends

/

Natural Look: Subtle enhancements over
dramatic alterations, driving demand

for treatments that prioritize gradual
improvements, such as biostimulators and
collagen-inducing therapies.

Preventive Aesthetics: The popularity of
“baby Botox” and skin boosters among
Millennials and Gen Z.

Male Market Growth: Men now account
for over 15% of the global market share,
with neuromodulators and hair restoration
leading demand.

Inclusivity: Technologies catering to diverse
skin types and ethnicities.

Al & Personalization: Predictive modeling,
customized plans, and enhanced safety.

Energy-Based Devices: Dominating
body contouring with ultrasound, RF,
and cryolipolysis.

Regenerative Aesthetics: Advances in
collagen biostimulators and stem
cell-based therapies.

Digital Influence: Social media normalizes
and educates about treatments, shifting
aesthetics to a consumer-driven space.

Stakeholders who adapt to technological
advancements, regulatory shifts, and
evolving consumer preferences will lead the
transformation.



Regulatory Landscape

/  US MoCRA (2022): The Modernization
of Cosmetic Regulation Act introduced
mandatory safety substantiation and
adverse event reporting in the US.

/ EUMDR: Europe’s Medical Device Regulation
imposes stringent evidence requirements for
aesthetic devices, impacting market entry
and compliance strategies.

Cost Drivers for
Clinical Trials

Conducting clinical trials is a complex and
costly endeavor, with several key factors driving
expenses. Understanding these cost drivers is
crucial for planning and executing successful
trials:

1. Participant Recruitment: Recruiting
participants can be one of the most
significant expenses in a clinical trial,
especially when targeting niche or
specific demographics.

2. Site Management and Monitoring:
Managing multiple trial sites increases
complexity and costs. This includes both
remote and on-site monitoring to ensure
data integrity and regulatory compliance.

3. Investigator Fees and Professional Services:
Experienced investigators and key opinion
leaders (KOLs) bring credibility to a trial but
also come with higher fees.

4. Regulatory Submissions & Compliance:
Compliance with regulatory requirements,
such as those set by the FDA or other
international bodies, can add substantial
costs to a trial. This includes the preparation
of extensive documentation, ensuring audit
readiness.

5. Data Management & Technology Costs:
The use of advanced technology, such as
electronic data capture (EDC) systems and
clinical trial management systems (CTMS),
ensure data integrity but represent ongoing
expenses that must be factored into the
trial budget.

Study Objectives and Their Impact on Cost

The objectives of a clinical trial significantly
influence its cost.

/ Safety vs. Efficacy: Trials focused solely on
safety are typically less expensive, while
efficacy-driven studies require larger
research participant populations and longer
follow-up periods, increasing costs.

/ Labeling and Claims: The scope of the
marketing claims a sponsor wishes to make
directly impacts the design, duration, and
cost of trials. Comprehensive claims require
robust evidence, which can extend the trial
duration and increase costs.

/ Comparative Trials: Comparative studies,
which evaluate the new treatment against
existing standards, add complexity and cost,
but provide compelling differentiation.



Clinical Trial Costs by Type

Trial Type

IDE Trials

510(k)
Clearance

IND
Applications

POC Studies

Medical
Marketing
Trials

Consumer-
Based
Research

(actual costs, timelines and study requirements can vary based on numerous factors including

Description

Large-scale
FDA studies
for high-risk
devices

Moderate-
risk devices
demonstrating
equivalence

Comprehensive
drug trials

Early feasibility
research

Data-driven
promotional
strategies

Facilitate
direct-to-
consumer (DTC)
promotion and
acceptance

Cost

$5M-
$20M

$200K-
$2M

$1I0M—
$50M

$25K~
$250K

$50K-
$IM+

$10K-
$IM+

Timeline

2-5
years

6-24
months

4-8
years

6-12
months

6-18
months

Variable

investigational product, study design, sample size, and specific regulatory requirements)

Study

Requirement

Generally,

one pivotal
study required
for approval,
with possible
additional data

Generally,

one well-
structured study
demonstrating
substantial
equivalence

Typically
requires two

large-scale
Phase lll studies
to demonstrate
efficacy and
safety

One or more
small studies
used to
justify larger
investments

Typically, one
study per
objective with
no regulatory
involvement

Variable
depending
on objectives

Audience

FDA

FDA

FDA

Internal R&D,
investors

Internal
teams,
marketing

Consumers,
social media



Actionable
Insights for
Start-Ups and
Investors

/ Risk Mitigation Strategies: Phased
approaches, feasibility studies, and early
regulatory engagement can help mitigate
risks associated with clinical trials.

/ Strategic Partnerships: Collaborating
with established companies or academic
institutions can reduce costs and share the
burden of trial execution.

/  Managing Expectations: Clear
communication with stakeholders about
timelines, costs, and potential delays helps
set realistic expectations and reduce
pressures from investors.

/ Exit Strategies: Planning for various financial
outcomes, including potential product
licensing or acquisition

ethica CRO’s
Contribution

Strategic Data as an Asset

Clinical trials de-risk technologies and enhance
valuation. Cost analysis for regulatory and
marketing trials (e.g., IDE, IND, 510(k), Medical
Marketing, POC, Consumer Research) is crucial.

Bridging the gap between regulatory and
consumer-focused research to deliver quality
clinical evidence. Data is a strategic asset
that can determine the success or failure of a
product or treatment.

ethica CRO excels in bridging regulatory and
consumer-focused research, ensuring that
clinical trials are both scientifically rigorous and
strategically valuable, as well as affordable.

By leveraging real-world evidence and robust
clinical designs, ethica CRO helps sponsors
achieve:

1. De-risked Innovations: Pivotal studies that
validate safety and efficacy.

2. Enhanced Valuation: Data that attracts
investors and strategic partners.

3. Market Differentiation: High-quality
evidence supporting unique claims.

Consumer-Focused Clinical Research

Consumer-focused clinical research often falls
between the rigorous standards of 510(k)/IDE/
IND studies and smaller, single-group open-
label studies. This category includes skin care
products, exosomes, antioxidants, bioactive
peptides, and other emerging treatments. While
most physicians are familiar with the various
levels of clinical evidence (e.g., randomized
controlled trials), consumers can be influenced
by smaller open-label studies or even the
opinions of social media influencers.

Many product websites feature links to “clinical
support,” but often offer mostly whitepapers,
small single group studies, and medical opinions
on treatments or products. Because the clinical
endpoint in “non-regulatory path” medical
aesthetics often relies on achieving subjective
improvements in appearance, many venture
capitalists are reluctant to consider a medical
aesthetic investment. To attract top-tier VC
investment, it is very important to conduct
quality clinical research even when it is not
required for aregulatory pathway.

ethica’s goal is to work within this “research
gray-zone” and provide innovative quality
research that achieves clinical credibility and
provides strategic medical marketing insight.



Data, your
greatest
Investment

Clinical trials are not just a regulatory
requirement; they are a strategic
investment that can significantly enhance
the value and success of medical
aesthetic products. By understanding the
cost drivers and strategically planning
clinical trials, companies can ensure their
studies are both scientifically rigorous
and financially viable. The evolving
landscape of medical aesthetics, driven
by technological advancements and
changing consumer preferences, presents
numerous opportunities for innovation and
growth.

ethica CRO is dedicated to conducting
innovative, high-quality research that
achieves clinical credibility and provides
strategic medical marketing insights. Our
expertise in bridging the gap between
regulatory and consumer-focused
research ensures that your clinical data
becomes a powerful asset.

Ready to turn your clinical data into your
greatest asset?

Clinical dataisn’t just numbers—it’s the
foundation of every breakthrough.

The right data strategy can set you
apart. Contact ethica CRO to explore
how clinical trials can be a powerful
investment for your organization. Our
team of experts is prepared to assist you
in navigating the complexities of clinical
research and maximizing the value of your
data. Together, we can achieve success
in promoting your medical aesthetics
products.



Unrivaled HRPP Accreditation: Elevating
Ethical Excellence in Clinical Trials

Choose ethica CRO for a distinct advantage
— we were the world’s first to be accredited
for its Human Research Protection Program
(HRPP) in 2006 and remain the only CRO with
accreditation from three different bodies.
This exceptional achievement underscores
our unwavering commitment to research
participant protection and industry-leading
standards, making us the top choice for
conducting ethical, high-quality clinical trials.
With our unparalleled HRPP credentials,
companies can effectively de-risk their
research, ensuring a smoother path to a
successful regulatory approval.
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