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PROFILE

Results-driven Clinical Research Quality Specialist with a focus on enhancing

clinical trial efficacy and adherence to industry standards. With over 8 years

in the clinical research field, I have honed my skills in the development and

implementation of quality assurance protocols that support clinical trial

success. My experience includes working with diverse clinical teams to

ensure that all phases of clinical research meet regulatory requirements while

maintaining high ethical standards.

EXPERIENCE

CLINICAL QUALITY ASSURANCE MANAGER

Innovative Therapies LLC

2016 - Present

Led a team of quality assurance professionals to enforce compliance with

clinical trial regulations, improving audit readiness by 35%.

Developed quality metrics and KPIs to monitor trial performance, facilitating

proactive problem-solving.

Conducted site audits and inspections, identifying non-compliance issues and

implementing corrective actions.

Collaborated with cross-functional teams to streamline quality processes,

resulting in a reduction of trial timelines by 20%.

Presented audit findings to senior management, driving strategic decisions for

quality improvements.

Supported regulatory submissions by ensuring that all documentation met the

necessary quality standards.

QUALITY ASSURANCE ASSOCIATE

HealthFirst Group

2014 - 2016

Assisted in the development of standard operating procedures (SOPs) for

clinical trial activities, enhancing consistency across trials.

Monitored clinical trial processes for compliance with GCP, identifying areas

for training and improvement.

Supported the preparation of regulatory documents, contributing to the

successful approval of three new clinical trials.

Facilitated training for clinical staff on quality metrics and compliance

processes, enhancing overall trial quality.

Participated in external audits, providing necessary documentation and

support to ensure compliance.

Maintained detailed records of quality assurance activities, ensuring

transparency and accountability.

MA

Quality Management•

Compliance Monitoring•

Data Integrity•

SOP Development•

Team Leadership•

Audit Preparation•

English•

Spanish•

French•

Recognized as Employee of the Year for

outstanding contributions to quality

improvements in clinical trials.

•

Developed a training program that

improved compliance knowledge

among clinical staff, increasing

adherence by 40%.

•

Contributed to a research paper on best

practices in clinical quality assurance,

published in a prominent journal.

•


