Clinical Development Strategy

1 CLINICAL DEVELOPMENT PLAN

A Clinical Development Plan (CDP) is a comprehensive, dynamic document that
outlines the overall strategy for advancing a pharmaceutical compound from
preclinical studies through to market approval. It integrates detailed plans for
clinical trials, including objectives, design, methodologies, populations,
endpoints, and regulatory considerations across distinct phases of development.
A well-structured CDP is essential for aligning the drug development process
with business objectives, regulatory requirements, and market needs. It serves
as aroadmap, guiding the multidisciplinary development team through complex
decision-making processes, ensuring that clinical development activities are
conducted efficiently, effectively, and in compliance with global regulatory
standards.

2 EARLY DEVELOPMENT STRATEGY

The Early Development Strategy focuses on the initial stages of drug
development, from entry-into-human to Phase 2 clinical trials. This critical
phase aims to establish a compound's safety profile, optimal dosing,
pharmacokinetics, and preliminary efficacy in humans. Strategic planning
during early development involves selecting the right indications, study
populations, and trial designs to maximize the potential for clinical and
commercial success.

Early development strategies require a thorough understanding of the
therapeutic landscape, unmet medical needs, and competitive environment. By
prioritizing resources, identifying potential risks and mitigations, and
leveraging regulatory pathways for expedited development, our clients can
position their compounds advantageously for later-stage development and
market entry.

3 STRATEGIC ADVICE ON CLINICAL TRIAL DESIGN, PROTOCOL
DEVELOPMENT, AND IMPLEMENTATION

Strategic advice on clinical trial design, protocol development, and
implementation encompasses expert guidance on constructing studies that are
scientifically robust, regulatory compliant, and aligned with product



development goals. This involves selecting appropriate study designs (e.g.,
randomized, placebo-controlled, adaptive), defining clear and measurable
endpoints, and ensuring the trial protocol is feasible and executable.

Strategic advice also includes considerations for patient recruitment, site
selection, and logistical planning to optimize trial execution. Effective strategies
are tailored to each drug's unique characteristics and target patient population,
aiming to minimize development time and costs while maximizing the
likelihood of regulatory approval and market access. This advice is crucial for
navigating the complexities of clinical trials, addressing regulatory feedback,
and adapting to evolving scientific and regulatory landscapes.



Clinical Science

1 CLINICAL STUDY SYNOPSIS, FULL PROTOCOL, AND
PROTOCOL LAY VERSION

A clinical study synopsis provides a brief overview of a clinical trial, including its
objectives, design, methodology, and endpoints, serving as a concise reference
for stakeholders. The full protocol details all aspects of the trial, from scientific
rationale to execution plans, ensuring adherence to regulatory and ethical
standards. The protocol lay version translates technical content into accessible
language for patients and the public, enhancing transparency and
understanding of clinical research.

2 CLINICAL TRIAL APPLICATION (CTA)

A Clinical Trial Application is a comprehensive submission to regulatory
authorities seeking permission to initiate a clinical trial. It includes detailed
information about the study protocol, investigational product, investigator
qualifications, and patient safety measures. A successful CTA is critical for
launching either a single-center or multicenter clinical trial and requires
thorough knowledge of regulatory requirements and a strategic approach to
compiling and presenting necessary documents.

3 MEDICAL MONITORING

Medical monitoring in clinical trials involves ongoing oversight of participants’
safety, assessing clinical data, and ensuring the trial's conduct aligns with the
study protocol. This task is crucial for identifying and addressing potential safety
issues, maintaining the integrity of the trial, and ensuring regulatory
compliance.

4 MEDICAL REVIEW

A medical review in clinical research entails a detailed examination of individual
and aggregated clinical trial data by medical experts to ensure its accuracy,
consistency, and clinical relevance. This process includes reviewing case report
forms, laboratory results, and adverse event reports to verify data integrity and
protect participant safety.



5 MEDICAL CODING

Medical coding in clinical trials involves categorizing medical terminology
reported in the trial (such as adverse events and medications) into standardized
codes. This practice facilitates efficient data analysis and reporting by enabling
consistent data interpretation and comparison across studies and databases.

6 SAE AND SUSAR NARRATIVES

Writing narratives for Serious Adverse Events (SAE) and Suspected Unexpected
Serious Adverse Reactions (SUSAR) is a major regulatory requirement to detail
individual cases of adverse reactions in clinical trials. These medical narratives
provide a comprehensive account of each event, including the patient's
background, the event description, the outcome, and the investigator's
assessment.

7 DMC: FROM CHARTER DEVELOPMENT TO MEETINGS
EXECUTION

Developing a DMC Charter involves outlining the roles, responsibilities, and
procedures of an independent group tasked with monitoring participant safety
and data integrity during a trial. Comprehensive management of Data
Monitoring Committee (DMC) meetings encompasses all aspects of coordination
and facilitation, from pre-meeting logistics to post-meeting follow-ups. This
includes compiling meeting materials, ensuring effective communication
among committee members, and implementing DMC recommendations to
uphold trial integrity and participant safety.

8 CLINICAL STUDY REPORT (CSR) CORE AND APPENDICES

The Clinical Study Report is a complex comprehensive and detailed document
presenting the methodology, results, and conclusions of a clinical trial. The core
report provides an in-depth narrative of the study, while appendices contain
supporting data, documents, and analyses, ensuring a comprehensive record for
regulatory review and future reference.



9 CLINICAL STUDY REPORT LAY SUMMARY

A CSR Lay Summary offers a non-technical summary of a clinical study's results,
intended for a general audience, including trial participants and patient
advocacy groups. It highlights the study's purpose, methods, key findings, and
implications, making research findings accessible and understandable to non-
specialists, and promoting transparency and public trust in clinical research.

Clinical Operations

1 SUPPORT FOR CROS AND VENDORS IDENTIFICATION

Providing support for Contract Research Organizations (CROs) and vendor
identification involves a strategic process to select partners that align with the
specific needs and goals of a clinical trial. This service includes evaluating
potential CROs and vendors based on their expertise, experience, infrastructure,
and cost-effectiveness. A thorough selection process ensures that the clinical
operations team will be supported by partners capable of delivering high-quality
services and data, central to the success of the trial and the program.

2 FEASIBILITY TRIAL/SITE LEVEL

Conducting feasibility studies at the trial or site level is crucial for assessing the
practicality of a clinical trial within a specific geographic location or patient
population. This process involves evaluating the potential for patient
recruitment, site facilities, staff capabilities, and the local regulatory landscape.
A well-conducted site feasibility assessment is crucial in identifying the optimal
sites and a cornerstone for ensuring that the trial can be executed efficiently,
within budget, and in compliance with local regulations.

3 REGISTRATION TO INTERNATIONAL STUDY REGISTRIES
WEBSITE

Registration of clinical trials on international study registry websites, such as
ClinicalTrials.gov, is a regulatory requirement that promotes transparency and
allows public access to trial information. This service includes preparing and



submitting detailed information about the study's purpose, design, eligibility
criteria, and locations, ensuring compliance with international standards and
regulations.

4 TRIAL KPIS SETTING AND TRACKING PLATFORM

Establishing Key Performance Indicators (KPIs) and implementing a tracking
platform for clinical trials are essential for monitoring trial progress, efficiency,
and success. This involves defining measurable objectives related to patient
recruitment, data collection, and study milestones. A robust tracking system
allows for real-time monitoring and management of these KPIs, facilitating
timely decision-making and adjustments to keep the trial on track.

5 INVESTIGATORS MEETING SCIENTIFIC CONTENTS
DEVELOPMENT

Avital aspect of clinical trial preparation, developing the scientific material for
investigators' meetings ensures that all investigators are completely informed
of the study protocol, procedures, and compliance requirements. This service
entails the development of scientifically sound and easily understandable
training materials, presentations, and manuals to standardize trial procedures
across all sites and improve investigator involvement.

6 GCP CERTIFICATE FOR CLINICAL INVESTIGATORS

The service of obtaining Good Clinical Practice (GCP) accreditation for clinical
investigators guarantees that all trial personnel have undergone the necessary
training and certification following internationally recognized GCP standards.
The certification procedure encompasses instruction on quality and ethical
benchmarks that ensure the protection of trial participants' rights, safety, and
health throughout the design, execution, recording, and reporting of trials
involving human subjects.

7 PATIENTS ENGAGEMENT PLAN

Devising a patient engagement plan necessitates the development of tactics to
actively engage patients or caregivers at every stage of the clinical trial,
spanning from inception to completion. These encompass support measures,



education programs, and clear communication campaigns that aim to enhance
patient retention, adherence to research protocols, and recruitment. Effective
patient engagement not only improves the quality and pertinence of the clinical
trial data but also cultivates a favorable trial experience for the participants.

8 SOCIAL MEDIA RECRUITMENT CAMPAIGN

By leveraging digital channels, social media recruiting campaigns for clinical
trials can effectively augment their patient acquisition endeavors. This approach
entails the development of focused advertising strategies that adhere to ethical
and regulatory standards. Its objectives are to engage potential participants,
enhance public knowledge regarding the trial, and streamline the enrollment
procedure and provision of trial material.

9 E-TMF MAINTENANCE

The maintenance of the Electronic Trial Master File (eTMF) is an essential
process for managing the critical documentation of a clinical trial in digital
format. Throughout the trial lifespan, this service guarantees that all trial
documentation is filed precisely, is readily available, and complies with
regulatory obligations. Adequate eTMF maintenance ensures regulatory
compliance, audit preparedness, and effective trial management, hence
protecting the integrity of trial data and documentation.



Cardiac Safety

1 PRECLINICAL AND CLINICAL CARDIAC SAFETY DATA
ASSESSMENT

The evaluation of cardiac safety data derived from both preclinical and clinical
phases is essential to detect any cardiotoxic risks linked to novel pharmaceutical
compounds. The procedure entails a thorough examination of in vivo and in
vitro studies conducted during the preclinical phase, which is succeeded by
rigorous surveillance of cardiac biomarkers, electrocardiogram (ECG)
parameters, and clinical outcomes in human trials. By predicting and mitigating
adverse cardiac events, expert analysis of this data guarantees patient safety
and satisfies regulatory standards for drug development.

2 THOROUGH QT (ICH E14 R3) STUDIES’ DESIGN AND DATA
INTERPRETATION

Thorough QT studies, following ICH E14 R3 guidelines, are intentionally
designed to assess the potential of a novel medicine to extend the QT interval on
the electrocardiogram (ECG), serving as an option marker for the likelihood of
developing severe arrhythmias such as Torsades de Pointes (TdP) and others.
The study design incorporates meticulous strategizing on patient populations,
sampling intervals, and dose ranges. To ascertain the cardiac safety profile of the
investigational medicine, it is vital to apply sophisticated statistical analysis to
the data to identify any drug-induced abnormalities in the QT interval.

3 RISK MANAGEMENT STRATEGIES FOR CARDIAC MONITORING

Incorporating risk management tools for cardiac safety monitoring throughout
clinical trials and post-marketing surveillance offers a proactive measure
towards ensuring patient safety. The utilization of alert systems for early
identification of cardiac events and the deployment of risk minimization
techniques, such as patient selection criteria, routine ECG monitoring, and dose
adjustments based on cardiac findings, could be among these strategies. The
goal is to expeditiously detect and manage cardiac risks, therefore averting
serious adverse events and ensuring the drug's continued safety over its entire
life cycle.



