Dermatology

Accelerate your clinical trial with our
dermatology expertise



Advancing dermatology:
Pioneering research with
proven expertise "

In the rapidly evolving world of dermatology clinical development, innovative
treatments represent a breakthrough in providing high-quality,
cost-effective therapeutic options. To be at the forefront of
dermatological research, sponsors must harness cutting-edge
technology and unparalleled expertise to bring advanced skincare
solutions to market.

Our commitment to excellence
The PPD™ clinical research business is dedicated to advancing
dermatology development through our:

e Experienced dermatology team: An extension of your team,
our dermatology experts provide insight into every element of
your program development.

e Regulatory expertise: Enabling sponsors to navigate the
complex regulatory landscape is our strength. We ensure
that your dermatology strategy submission plans meet all
regulatory requirements, providing confidence on timelines
and rapid approval.

e Data driven approach: Our dedicated digital team
accelerates the implementation of advanced digital tools,
ensuring a swift and seamless setup. Coupled with our
scientific risk surveillance, we proactively detect early
signals, empowering you to confidently achieve your primary
endpoints.

e Strategic partnerships: We collaborate with leading health care
organizations, research institutions, and industry partners to accelerate the
development and commercialization of your product.

Shape the future
Embrace the potential of innovative dermatological treatments and transform skincare by partnering with
the PPD clinical research business of Thermo Fisher Scientific as your contract research organization (CRO).
Together, we can make high-quality, affordable dermatologic therapies accessible to the patients that need
them, improving lives and advancing dermatological science.
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Expert support at every stage of the process

Our clients benefit from a fully integrated approach dermatology medicine development.

Sponsors across all phases of clinical trials turn to us for experience that encompasses strategic consultancy
from pre-clinical, analytical, regulatory, and clinical development to MAA/NDA/BLA submission for international

SpONSOrs.

We have conducted:

79 Dermatology studies

Across 1 ,900 sites

around the world

Involving 1 0,000 patients

3 Accelerate your clinical trial with our dermatology expertise Mlf ppd.com/therapeutic-expertise/dermatology/



Capitalize on our more than 10 years of dermatology experience
— which spans all clinical trial phases and a broad spectrum of
different indications — to advance your program

Over the past 5 years, we’ve supported:

Atopic dermatitis trials Prurigo & Prurigo nodularis trials
5 trials in Phase | 1 trial in Phase |l

14 trials in Phase |l 4 trials in Phase IV

3 trials in Phase Il

5 trials in Phase IV Hidradenitis suppurativa trials

e ! 4 trials in Phase I
Psoriasis trials

1 trial in Phase |
8 trials in Phase |l Trials in other indications
13 trials in Phase lll
2 trials in Phase IV

Pemphigoid, bullous: 3 trials
Pemphigus: 3 trials
Alopecia areata: 2 trials

sl Ukl Epidermolysis bullosa: 2 trials

1 trial in Phase | Dermatitis: 1 trial
2 trials in Phase |l Dermatomyositis: 1 trial
3 trials in Phase Il Dermatoses, facial: 1 trial
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Keep your dermatology development on
track with our experienced team

Dedicated dermatology expertise

Our global dermatology team is comprised of nearly 2,500 experienced professionals. These professionals include more than

270 project management experts who serve as your key point of contact and are responsible for overall project delivery and quality.
We also provide medical monitoring by board-certified physicians, as well as dedicated data management and statistics team
members with far-reaching dermatology study experience. With a retention rate of 95 percent over the past three years, our experts
have a strong reputation for executing successful dermatology trials.
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A partnership with dermatology sites
We have an intensive investigator database of more than 1,900 sites across over 51 countries.

Our partnership with Trialmed provides increased access to demonstrated dermatology experience through relationships with
more than 50 Independent Dermatology Site Networks.

Using data-driven feasibility and in-depth regulatory intelligence, we enable you to identify the best country and site mix for
your program.
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Unlock transformative insights with PPD CorEvitas
Dermatology Registries

Answer critical research questions with deeper insights to drive the development of innovative therapies with proprietary
data from our PPD™ CorEvitas™ Dermatology Registries. Our clinical registries capture robust, prospective regulatory-
grade clinician- and patient-reported data on the health status of patients and the care and treatments they receive.
Access comprehensive real-world data sets to analyze patterns in treatments and outcomes, informing decision-making,
best practices and treatment decisions.

Experience in dermatology

In the past five years, we have completed more than 145 research and consulting projects across diverse dermatology indications,
including atopic dermatitis, psoriasis, acne, urticaria, alopecia areata, hidradenitis suppurativa, bullous pemphigoid, prurigo nodularis
and more.
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*include exit interviews, expert interviews, implementation science, risk evaluation and mitigation strategy, trainings/workshops, value demonstration strategy, and statistical analysis etc.
Abbreviations: AMCP = academy of managed care pharmacy; BIM = budget impact model; COA = clinical outcome assessment; GVD = global value dossier; SLR = systematic literature review, TLR =
targeted literature review

Adult PPD CorEvitas dermatology registries Adolescent PPD CorEvitas dermatology registries

e Psoriasis registry e Hidradenitis suppurativa e Adolescent alopecia areata registry (International)
* Atopic dermatitis registry registry (PLANNED’) e Adolescent atopic dermatitis registry (International)
e Alopecia areata registry e Vitiligo registry (‘PLANNED")
e Generalized pustular psoriasis ® Chronic hand eczema

registry (*PLANNED?)
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Our registries are developed and maintained under the guidance

of scientific advisors, who are preeminent experts in their fields, and
feature unmatched data completeness and scientific rigor. They are
currently fulfilling post-authorization safety commitments for marketing
authorization holders for both the U.S. Food and Drug Administration
and European Medicines Agency requirements. Additionally, our
registries offer the capability to nest bespoke sub-studies under the
parent protocol and to facilitate biospecimen collection.

CorEvitas Atopic Dermatitis Registry

Critical variable completeness data

Time period Jan - Jun 2025

Physician assessments % CorEvitas Psoriasis Registry

Validated Investigator Global Assessments

99.7 ) .
(VIGA) Critical variable completeness data
BSA 99.4 Time period Jan - Jun 2025
Eczema Area and Severity Index (EASI) 99.3 Physician assessments %
SCORIng Atopic Dermatitis index 08.7 " 99.0
(SCORAD) ) :
Patient assessments % Physician Global Assessment 99.8
Patient Global Assessment (severity) 99.7 PASI 99.6
Patient Global Assessment (control) 99.7 EQ-5D 98.8
Dermatology Life Quality Index (DLQI) 99.6 Patient assessments %
Atopic Dermatitis control tool (ADCT) 99.3 Global Patient Assessment 99.5
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trial

Trialmed provides comprehensive clinical pharmacology services across all phases of clinical development. With
more than 250 global study sites and access to a database with 20 million patients, Trialmed ensures flexible
locations for optimal patient engagement. Their network design offers comprehensive solutions for trial design,
patient recruitment, data management, and regulatory compliance, simplifying the study conduct process for
pharmaceutical companies and research institutions. Trialmed’s integrated global clinical site network offers robust
solutions for early development service needs, connecting businesses with the resources necessary for successful
clinical trials. Additionally, their Home Trial Services (HTS) solution supports decentralized trial enroliment, making
clinical trials more accessible and removes patient burden.

Trialmed creates holistic experiences that put the patient first through welcoming clinics, user-friendly digital
technology, and a relentless focus on total quality delivery. With a patient-first approach, Trialmed is the

clinical research destination of choice for patients and healthy volunteers.

With extensive access to
patients in multiple
geographies, Trialmed
ensures reliable enroliment
outcomes. Trialmed offers
extensive early phase solutions
with a dedicated team, and a

large suite of offerings.

Flexible clinical trial solutions
scale to the sponsor’s needs and
budget, offering a best-in-class
site network from Phase | to
Phase IV.

Home Trial Services
offer the ultimate in-patient
flexibility — conducting clinical
trial visits where the patient
prefers, such as the patient’s
home, office, or school.

Trialmed has extensive experience in dermatology clinical trials, conducting more than 50 Phase |-V trials across various
dermatology indications in the past 5 years. They possess deep expertise in engaging patients with dermatologic conditions in
their preferred ways, supported by a robust proprietary database that provides insights on patients most likely to randomize.
This database includes more than 1.4 million prescreened patients reporting dermatologic conditions.

Key advantages of working with Trialmed include:

e Flexibility to meet the demands of even the most challenging studies.
e Expert clinical staff and experienced research site teams, ensuring high-quality trial execution.

e Access to a Network of Early Phase sites with extensive databases of patients with dermatologic conditions with domiciling
capabilities.

e Dedicated Early Phase CRO services to support study deliverables.
¢ Holistic capabilities facilitate faster-than-industry-average startup times.

e Reduced costs with efficient and effective patient-centric recruitment that improves retention.




Accelerator | ss0° como and
Drug Development | CRO solutions

The manufacturing process in dermatology drug development is fundamental to the success of the product. It ensures
the final product meets the necessary regulatory standards and provides the required evidence that the biosimilar is
comparable to the reference biologic in terms of quality, safety and efficacy. The key areas in the biosimilar manufacturing
process include the following:

e Consistency and quality
o Comparability to the reference product
e Regulatory approval

e Scalability and reproducibility

Gain an advantage by partnering with a CRO that also has CDMO
expertise with drug manufacturing process.

Thermo Fisher Scientific is a leading global provider of a full suite of innovative CDMO (contract development manufacturing
organization) and CRO services as core offerings. Partner with Thermo Fisher Scientific at any point in your unique drug development
journey to accelerate your goal of getting treatments to patients faster, and benefit from our dermatology expertise in both CRO and
CDMO solutions.

We deliver:
Speed - Work with one partner, instead of multiple vendors, to proactively mitigate risks and eliminate timeline gaps and regulatory
challenges.

Operational flexibility - Meet your unique program development and research requirements, both locally and globally, with our
innovative solutions and scalable manufacturing and clinical research solutions.

Collaborative partnership — Get the integrated expertise you need across all phases of your drug development journey.

More than 120 biotech and biopharma companies are currently accelerating their time to market by partnering with Thermo Fisher
Scientific across our CDMO and CRO services on more than 350 protocols.
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Accelerator drug development

Partner with us starting at any point, in any phase

Preclinical, IND, Phase | Phase IlI-1l1l, NDA Commercialization and
Benefits: Benefits: pOSt-&ppl’OV&' studies
e De-risk early-phase e Speed to market Benefits:

deYeIopment * Cost efficiency e Maximize an asset’s market
* Gain speed to IND and e Streamlined supply chain and labs potential

Phase | trials . . . . .

S e Patient recruitment and retention e Manufacturing capacity

* Scientific and regulatory ¢ Global reach and expertise o Post-approval studies

expertise
¢ Real-world data (RWD) and real-

world evidence (RWE)

Accelerating your unique drug development journey with innovative 360° CDMO and CRO solutions,

supporting your aspiration to get treatments to patients faster

Every drug development journey is unique. That is why you can partner with Thermo Fisher Scientific at any point, in any phase of your
drug development and gain benefits by using combinations of our global expert CDMO, CRO, clinical supplies, labs, regulatory and
consulting services.

If you are in pre-clinical development, we can provide you with speed to IND by manufacturing your investigational medical product,
using our GMP labs for testing, and leveraging our expert CMC and regulatory consulting services for your IND application and Phase
| trial planning.

We can provide benefits for Phase Il and Il trials if you partner with us for your clinical research, clinical trial supplies, and central lab
services by using our integrated trial supply and demand forecasting systems.

Your greatest time savings and your highest return on investment can be achieved by starting your drug development journey with

us. We understand that every customer has different immediate needs and business objectives. We have a comprehensive array of
services that can meet your needs including a combination of our drug substance and drug product services, our clinical research

services, and our GMP and central lab services.

Regardless of where you are in your journey —we can enable you to achieve the ultimate goal of getting your treatments to patients, faster.
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Patient first digital solutions
in dermatology trials

Our patient first digital solutions center of excellence is dedicated
to supporting patient recruitment and retention through digitally
enabled diverse and sustainable clinical trials.

We're revolutionizing clinical research participation by breaking
down traditional barriers and infusing innovation to expedite drug
development for our clients.

What sets us apart is our exclusive collaboration with our
dermatology team. This partnership enhances our digital and
decentralized solutions with unique dermatological expertise,
providing a distinct edge in the industry

Overall studies with DIM:
Demonstrating extensive experience
and expertise

Unique scales managed:
Delivering precision and
excellence in every measurement

Studies managed in
dermatology: Leading the way in
dermatological research innovation
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Manage scientific risks in

dermatology trials

SCAMERA-IP:143.453.00

:43:5

-

Customers Satd

Clinical trials in dermatology are not substantially different from those in any
other areas of medicine, although they have certain distinguishing features
as compared to other medical specialties. These include development

of drugs for topical use (in addition to systemic ones) where the vehicle
effect can raise the placebo rates to levels higher than in other specialties.
As a result, the need for high-quality clinical data in dermatology trials is
essential.

The implementation of advanced statistical monitoring techniques,
collectively referred to as scientific surveillance, is essential for identifying
data quality risks within centralized monitoring frameworks as traditional
monitoring methods may prove insufficient.

Scientific surveillance aims to achieve three primary objectives:
1. Detecting inconsistencies in scientific data

2. Predicting risks

3. ldentifying inflated placebo response

Learn more through our recent webinar:
Managing Scientific Risks in Dermatology Trials
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https://www.ppd.com/therapeutic-expertise/dermatology/managing-scientific-risks-in-dermatology-trials-webinar/

ThermoFisher

SCIENTIFIC

Partnering with the PPD clinical research business of
Thermo Fisher Scientific on dermatology clinical trials
offers a comprehensive, efficient, and patient-focused
approach that fosters successful and impactful study
outcomes. Experience the unparalleled expertise

and innovation of our team, and unlock the future of
dermatology research.

Choose the PPD clinical research business of Thermo
Fisher Scientific for your dermatology clinical trials
and elevate your research to new heights.

Contact us today at ppd.com/therapeutic-expertise/dermatology/
or scan the QR code below to discover how we can support your
journey to groundbreaking dermatology drug development.

Scan to
learn more

AW | carn more at ppd.com ppd
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