imarc

WE’'LL EARN YOUR APPROVAL.

With regulatory inspections on the rise, you need

to be sure your site adheres to the most stringent
requirements for compliance and patient protection.
Our rigorous auditing process is designed to identify
and address issues before the FDA finds them
and prepare your team to answer questions
with confidence.

Our comprehensive auditing services are based on

the FDA's BIMO checklists and cover every aspect

of your study, including protocol, IRB requirements,
agreements, and regulations. In addition to GCP audits,
we also provide vendor qualification audits and clinical
quality audits against standard operating procedures.

Benefits of IMARC Auditing:

- Assess performance against research requirements
+ Ensure the quality and integrity of data collected

- ldentify negative process-level trends

AUDITING

There are unique risks to consider at every
stage of a clinical trial. That's why we use a
multi-level approach to prepare your team for
approval that includes:

0 EVALUATING YOUR SITES AND VENDORS

e INSPECTING YOUR FACILITIES, DATA
AND PROCESSES

e PREPARING YOUR STAFF FOR INSPECTIONS
AND INTERVIEWS

+ Receive meaningful deliverables about your study, including a summary of findings, an assessment of your greatest

strengths, weaknesses and opportunities, and expert recommendations to achieve compliance

IMARCRESEARCH.COM AUDITING SERVICES


https://www.imarcresearch.com/clinical-research-monitoring

