DEENA BHADARKA
Objective



To associate with a growth oriented organisation & to achieve the organisation goals with expectation of relevant individual growth with diligent work.

Contact Detail 




Mrs. Deena Bhadarka

Mobile: +973 3995 6517
Email: deenawaghela@gmail.com
Brief Profile

- More than 15 years of experience in Clinical Data Management
- Lead Data Manager for studies of therapeutic areas- Respiratory, Pain, Osteoporosis, Cardiology, Gastroenterology, Immunology, Oncology
- Lead Data Manager for all the Phase 1 to Phase 4 clinical studies
- Key role in Database lock of around 18-20 Clinical Trial Studies
- Key role player from study start up including protocol review to study conduct to study close out including Data Review Meetings
 - Mentor and coach new team members for the job and old members to take on new roles and responsibilities 

- Lead role in CDMS (Clintrial) Database Setup including database design and programming and database administrator
Work Experiance



Cumballa Hill Hospital/ Research Center as Research Associate, July’03 – Feb’05
· Worked on PCR, Electrophoresis, DNA extraction, Restriction Digestion.
· Worked as Biochemist in Cumballa Hill pathology Lab
SRL Ranbaxy/Clinical Research Laboratories as Clinical Research Coordinator, Feb’05 – Nov’05
· Lead role in coordinating, reporting, tracking Laboratory data for Clinical Studies

· Reporting alert laboratory data to the site Investigator

NYCOMED PHARMA PVT. LTD (Previously known as Altana Pharma Pvt. Ltd) 

as Assistant Manager Apr 2009 – Mar 2012

as Sr. Executive Mar 2007 – Mar 2009

as Jr. Executive Nov 2005 – Feb 2007
· Lead Data Manager for Respiratory, Pain and Osteoporosis studies and other therapeutic studies

· Worked using CDMS systems- Clintrial, ClinDB and InForm
· Worked on both paper and EDC study

· Database Design, Programming and Validation in Clintrial system

· Generating listings for manual edit checks and customized status reports using PL-SQL programming

· Creating and Reviewing documents like Study Protocol, Data Management Plan, Data Entry Manual, Data Validation Plan and Annotated CRF

· Providing Study Related training to team members

· Guiding the team on study related issues

· Providing status update of the study to HOD as and when required
· Participating in Data Review Meetings post lock

· Performing database finalization- DB soft lock and hard lock

· Coordinating with the CROs for any issues

· Loading and reconciliation of the Electronic data (Lab, Spirometry) from the external vendors

· SAE reconciliation

· Data Entry and Verification of CRFs after DE 1 & 2 for checking of inconsistencies in the data & making necessary corrections in the database
· Edit Checks:- Running of EC for checking on plausibility & inconsistencies in the data.
· Query Management:- Query resolution of DCFs & in corporating the database changes wherever necessary
· DB Quality Checks:- Quality check of database versus eCRF/CRF and external data

· Quality checks:- QC of CRFs after scanning & indexing
Cognizant Technology Pvt. Ltd as a Team Lead from Mar 2012 till date
· Lead, coordinate and supervise the activities of the study starting from KOM till Study Closeout. Also participating Data Review Meetings post lock
· Coordinate and perform all the Data Management activities in RAVE starting from UAT till DB lock
· Creating and Reviewing documents like Study Protocol, Data Management Plan, External Data Transfer Specification, Data Validation Plan and Annotated CRF
· Discrepancy management
· DB Quality Checks:- Quality check of database versus eCRF/CRF and external data
· Track and supervise all the study status reports/metrics

· Work distribution among the study team members
· Complete all mandatory training and certifications for self and team and ensuring that the training needs for the team are fulfilled
· Supervising and mentoring the team by regular meetings
· Successfully managing team size more than 20 members as direct reportees
· Provide annual performance appraisals of direct reports and provide regular feedback
Training and Certifications




· Certificate course in Introduction to Oracle 9i: SQL from Oracle University

· Certificate course in Oracle 9i: Program with PL/SQL from SQL Star International Ltd

· Training program on CDISC-SDTM Implementation from SientiaBio
· Effective Personal Management from Leadership Management International, INC
· Intermediary Programming on Statistical Analysis Software System from NDP IT Solutions

educations

· Post Graduate Diploma in Clinico - Regulatory, Patent from Pharmaceuticals Expert Association- Passing Year 2005
· Master of Science Biochemistry from Mumbai University, India- Passing Year 2003
· Bachelor of Science Chemistry-Biochemistry Biochemistry from Mumbai University, India- Passing Year 2001
personal Details


Date Of Birth 

:
22nd Oct 1980

SEX



:
Female

MARITAL STATUS

:
Married

LANGUAGE KNOWN
:
English, Gujarati, Hindi, Marathi 

