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Professional Summary

Experienced Clinical Data Management Mentor with over 9 years of experience in managing and
mentoring teams across multiple global clinical trials. Proficient in EDC systems, CDISC standards,
and regulatory compliance. Skilled in data validation, CRF design, and training data management
professionals. Dedicated to ensuring data accuracy, process improvement, and developing new
talent in clinical data management.

Core Competencies

Clinical Data Management « EDC Systems (Medidata Rave, Oracle Clinical) « CDISC Standards
(SDTM, ADaM) « Data Validation « Query Management « Database Lock ¢« Regulatory Compliance
(ICH-GCP, 21 CFR Part 11) « Mentoring & Team Training « Process Optimization  Leadership &
Collaboration

Professional Experience

Senior Clinical Data Manager & Mentor
ABC Pharma Pvt. Ltd., Pune | Jan 2020 — Present

 Lead and mentor a team of 6 clinical data professionals, conducting regular training sessions on
EDC systems and data standards.

» Oversee database design, CRF development, and data validation activities for global Phase II-1V
studies.

» Implemented improved data review processes reducing discrepancy rates by 25%.

» Coordinate with cross-functional teams to ensure high-quality data delivery and timely database
lock.

Clinical Data Manager
XYZ Clinical Research Ltd., Mumbai | Mar 2015 — Dec 2019

» Managed multiple international studies ensuring 100% compliance with CDISC and regulatory
standards.

« Designed CRFs, maintained data consistency, and guided new team members in query
management.

* Developed internal SOPs and training materials for data management workflows.

Clinical Data Associate
MediTech Solutions, Bengaluru | Jul 2012 — Feb 2015

* Supported data validation, cleaning, and entry for Phase lll trials.
» Assisted in developing edit check specifications and data management plans.
» Recognized for maintaining 100% accuracy in data deliverables.

Education



M.Sc. in Clinical Research — Institute of Clinical Research India (ICRI), Pune — 2012
B.Sc. in Biotechnology — University of Mumbai — 2010

Certifications

Certified Clinical Data Manager (CCDM) — SCDM
SAS Certified Clinical Trials Programmer
Good Clinical Practice (ICH-GCP)

Mentoring & Training Initiatives

* Developed and delivered internal training programs for new data management hires.
» Guided over 10 associates in CDISC and EDC best practices.
» Conducted monthly knowledge-sharing sessions for ongoing professional development.

Technical Skills

EDC Tools: Medidata Rave, Oracle Clinical, Inform, Veeva CDMS
Programming: SAS, SQL
Tools: JReview, Excel, Power Bl, SharePoint
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