When You Need to Advance Your
Clinical Trial, It Takes Avania
Avania Has the Focus and Experience You Need

Clinical Trial Management
Your product is important,
and it takes a team with
clinical trial expertise to move
it forward. It Takes Avania.

With Avania, you will work
with a project manager with
deep knowledge of diverse
therapeutic areas, such as:
• Aesthetics
• Cardiovascular
• Dermatology
• Neurology
• Ophthalmology
• Orthopedics
• Urology
• Gastroenterology
• Regenerative medicine

Avania brings subject matter experts together to form a unique CRO
that can advance the research of your medical devices, novel technologies,
and combination products. Our team drives the entire trial execution team
to ensure you meet critical milestones, manage your budget, and speed
your product to market. Using global knowledge, our team is able to craft
comprehensive strategies and access multiple markets efficiently, saving
time and cost. Your project manager will leverage effective leadership skills
and industry expertise to excel in the oversight of trial conduct, progress
reporting, risk mitigation, and budgeting, bringing you to an audit-ready
final clinical study report and exceeding your expectations.

Clinical Trial Expertise
Avania knows therapeutic expertise is central to project success, so we assign
our team members based on their experience in each therapeutic area. Our
experts work on first-in-human, feasibility, pivotal, and post-market trials
across the globe.
All project management activities are conducted in compliance with the trial
protocol, project plan, standard operating procedures, and all applicable
regulations and guidelines, such as ICH GCP and ISO 14155. With a dedicated
strategic and regulatory consulting group consisting of medical writers and
regulatory affairs specialists, working closely with clinical operations specialists,
we move regulatory questions forward into approvals supported by
audit-ready clinical investigation data.
• Avania’s clinical operations team works collaboratively with investigators
and sponsors to develop protocols that reinforce patient safety, trial data
integrity, and compliance.
• With more than 30 years of therapeutic experience and surgical expertise,
our team builds collaborative relationships with sites and investigators to
provide in-person training for seamless execution.
• Avania’s expert oversight and robust project management plans ensure
efficient management of your timelines and deliverables through budget
tracking and quality management of your deliverables, while proactively
communicating with you, your vendors, and your sites to measure and
optimize data quality, predefined metrics, and study trends.
• To emphasize patient impact, quality of life, and economic outcomes,
we manage all phases of your technology’s life cycle from pilot and early
feasibility to pivotal and registration as well as post-market study
commitments and registries.

Through these services, our project management team provides the
excellent client service and proactive communication you need to
accelerate the development of your product.

Field Support
Avania’s qualified field support team ensures caring patient support that leads
to better patient outcomes and improved chances for the success of your
study because we understand how to navigate the complex technologies
involved in MedTech research. For clinical trials involving implantable devices
such as neurostimulators, close therapy management is required, so our team’s
tertiary qualifications in healthcare work support therapy management both
intraoperatively and during postoperative clinical trial follow up. Avania works
closely with clinical trial sites to ensure site personnel receive required technical
training and support throughout the study. We provide timely feedback on
product performance to our manufacturing clients while also supporting
subject follow-up visits where therapy management must be delivered.

Clinical Safety Management

Different types of trials have
different development needs.
Our experts have regional
experience and global
expertise and are ready
to meet your toughest
challenges, including:
• Early feasibility and
first-in-human studies
• Clinical evaluation reports
• Data visualization

Avania’s clinical safety management experts design an efficient program
to bring your product to market through their specialization in the distillation
and dissemination of the information you need. We offer medical monitoring
services directly or can integrate with and support a medical monitor
you provide.
• Avania assembles independent safety management and study oversight
committees comprised of therapeutically aligned experts who support the
integrity of clinical study data by conducting an unbiased review of endpoints
and safety data to ensure objectivity. Avania selects and qualifies members,
works with the members to develop and ratify the committee charters,
facilitates the committee’s work, and maintains its documentation.
Avania’s project management team, clinical safety managers, and in-field
support experts are known for providing transparent, open communication
to ensure that you will always have complete project visibility when and
how you need it.

Avania is an integrated global, full-service CRO with specialized expertise in medical device,
novel technology, and combination products. They advance products from feasibility all
the way through post-approval in analytics, clinical trials, consulting, regulatory,
reimbursement, and more.
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