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Our Solutions

Explore our comprehensive tailored approach for Biotech, Pharma and Medical
Device companies in need of exceptional clinical trial management.
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i Medical Devices &
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Efficient and Cost-effective Clinical Trial Solutions in Kenya

Biosimilar & Generics

Our dedicated team excels at designing and carefully planning each phase of the medical development for

exceptional therapies.

Leveraging our CRO expertise and resources, we are committed to advancing your therapeutic innovation,

ensuring its success from concept to market.

At CRK, we provide efficient, flexible, and reliable clinical trial solutions for every phase of your clinical
research. We offer the best value CRO and SMO solutions that significantly reduce clinical trial costs

without compromising quality.

Explore our comprehensive, tailored approach for Biotech, Pharma, and Medical Device companies in

need of exceptional clinical trial management.



Late Phase Clinical
Trials

Partner with us to access the top recruitment and retention rates in Kenya and benefit

from our efficiency and speed in the Late Phase clinical trials recruitment process.
Optimized Late Phase Clinical Trial Solutions

Our extensive experience makes us rapidly identify the right investigators and patient populations,
ensuring efficient enrollment and achieving recruitment goals. We prioritize clear and continuous

communication, providing regular project updates while strictly adhering to timelines and budgets.
Comprehensive Late Phase Clinical Development Services

We offer tailored late-stage clinical trial solutions for innovative investigational drugs and biologics across
various therapeutic areas. Whether you require stand-alone services or a full-service solution, we are
committed to delivering customized support that meets your specific needs and drives the success of

your project.



Your Trusted Partner in Late-Phase Trials

Late Phase Clinical
Trials

As your strategic partner, we help develop the right clinical trial strategy to:

e Reduce costs
o Mitigate risks

o Ensure global regulatory compliance

Recruitment and
Retention

We take a patient-centric approach,
leveraging our strategic location in the
CEE region, known for its diverse

patient population. Through targeted

prioritization strategies, we help you

meet enroliment goals, enhance trial
awareness, and maintain participant

engagement.

Managing Your Late
Phase Trials

Our detailed and balanced trial
management approach ensures the
timely achievement of project
milestones. We develop and oversee a
comprehensive Project Management
Plan, maintaining control of study
execution and risk management with
rapid issue identification and

communication.



Post Marketing

‘ Trials

At CRK Clinical Research Key, our post-marketing trials provide essential
insights into long-term patient safety and compliance, supporting your medical

product's success in the market

Post-Marketing Trial Services for Drug Safety & Effectiveness

Post-market trial services are essential for monitoring a drug’s safety and effectiveness once
it has entered the market. Phase IV studies help identify unexpected effects, track long-term

efficacy, and ensure ongoing product quality.
Expertise in Non-Interventional & Phase IV Studies

At CRK Clinical Research Key, we specialize in managing non-interventional studies,

offering customized Phase IV clinical trial solutions for evidence-based market management.
Comprehensive Post-Marketing Monitoring

e Pharmacovigilance & Post-Approval Studies
We monitor and analyze data on unexpected side effects and adverse drug
reactions, ensuring long-term safety assessments and conducting further clinical

research as needed.

e Registry Studies for Long-Term Insights



Post Marketing

‘ Trials

Our registry studies maintain detailed records of patient outcomes,

providing valuable real-world data for continued drug evaluation.

Studies We Advocate:

We advocate for comprehensive and impactful studies that drive scientific

advancements and enhance patient outcomes.

e Safety Surveillance Studies

e Efficacy Studies

e Comparative Effectiveness Research (CER)
e Observational Studies

e Registry Studies

e Pharmacoepidemiological Studies

e Label Expansion Studies

e Behavioral and Quality of Life Studies
e Compliance and Adherence Studies

e Real-World Evidence (RWE) Studies

e Post-Approval Commitments

e Biomarker and Genetic Studies

e Long-Term Follow-Up Studies



# Medical Devices
>’ & Nutraceuticals

At CRK Clinical Research Key, we are committed to the design and clinical evaluation of
medical devices and nutraceuticals, ensuring that your products meet the highest standards

of safety, efficacy, and market readiness.
Comprehensive Medical Device & Nutraceutical Development

At CRK Clinical Research Key, we provide end-to-end solutions for the clinical evaluation and
development of medical devices and nutraceuticals. From regulatory consulting and clinical
trial design to data management and post-market surveillance, we offer complete

support throughout the process.
Ensuring Quality & Compliance

We conduct rigorous testing and validation to ensure compliance with global safety and
efficacy standards. Our bioanalytical laboratory services and strict quality assurance

protocols guarantee credible and reliable results.
Your Trusted Partner in Product Commercialization

By partnering with us, you gain access to expert guidance in navigating complex regulatory

landscapes, allowing you to efficiently bring innovative products to market.



What We Do

Regulatory Consulting

Clinical Trial Design & Management

Data Management & Analysis

Bioanalytical Laboratory Services

Quality Assurance

Post-market surveillance

Medical Devices
& Nutraceuticals



Biosimilar &
Generics

At CRK Clinical Research Key, we offer expert guidance in Biosimilar and generic
development, ensuring cost-effective and efficient pathways to high-quality, safe, and
effective clinical studies at every stage.

Comprehensive Biosimilar & Generics Development Support

If your goal is to develop cost-effective alternatives to existing biological drugs
(Biosimilars) or small-molecule drugs (Generics), Comac Medical provides comprehensive
support and a wide range of expert biosimilar and generic solutions. Our team will craft a
tailored strategy to mitigate risks and ensure a smooth, cost-efficient clinical development
process for your product.

Expertise in Global Biosimilar Clinical Plans

We specialize in designing and executing global biosimilar clinical strategies, ensuring timely
delivery and high-quality results. Our key services include:

Gap analysis for comparative analytical similarity assessments
Drug development consulting
Strategic advisory for biosimilar & generic development



Biosimilar &
Generics

Enhancing Efficiency & Reducing Risk

We provide:

e Clinical pharmacology expertise
e Bioanalytical laboratory services
e Operational support for product authorization

All our solutions are designed to streamline processes, enhance efficiency, reduce costs,
and minimize risks in biosimilar and generic development.

Key Services

o Create and execute global biosimilar clinical strategies

e Ensure timely delivery and high-quality outcomes

e Conduct gap analysis for analytical similarity testing

e Provide drug development consulting and strategic advice

e Offer clinical pharmacology expertise

e Support for Pharmacokinetics and Pharmacodynamics (PKPD)
¢ Deliver flexible services to enhance efficiency

e Bioanalytical laboratory testing

¢ Consulting support for product authorization



