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Industry Preference: Pharmaceutical, IT TechnicalSupport, Customer Service -ITES / BPO
SUMMARY
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· Nearly 12 years of experience in Project Management, Clinical Data Management, Technical Support and Team Managementcomprising 2.8 years of onsite experience [2 years in USA i.e. from 2013-2015&8 months i.e. 2008-2009 in Dubai (Currently holds Residence VisaDubai-Husbands Sponsorship-NOC available if required)]
· Valued for providing leadership and functional area expertise in the strategic planning and delivery of Clinical Data Management (CDM) deliverables
· Skilled in overseeing the data management center by managing prioritizing and ensuring compliance to global and project standards
· Gained comprehensive knowledge of good clinical practices and CDM life cycle
· Functioned as Project Leader for one or more therapeutic areas dependent on size and scale of the project deliverables and undertook global accountability
· Served as single point of contact in assigned Clinical studies for client - Novartis Pharmaceuticals

· Proficient in developing an outstanding rapport with business partners and cultivating existing client relationships
· Possess excellent analytical and presentation skills
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Career Growth Path
AREAS OF EXPERTISE
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· Serving as the expert to provide oversight and advice to the Clinical Project Team regarding the CDM activities and deliverables 

· Developing clinical project standards and processes based on the industry best practices 

· Managing and resolving issues related to CDM deliverables by developing solutions to complex problems to ensure consistency across organization 

· Delivering inputs to the CDM related activities associated with regulatory inspections/audits 

· Ensuring quality and consistency with strategies and standards across therapeutic areas 

· Assessing the CDM needs and areas of improvement and recommending changes to the operating model 

· Undertaking the overall coordination and management of clinical trials from startup to closeout

· Providing direction for the technical, protocol-specific and operational aspects of assigned trials

· Collaborating with major functional areas to identify & evaluate fundamental issues on the project, interpreting data, making good business decisions and ensuring the implementation of timely solutions

· Assuring that all project deliverables meet customers' expectations as well as standards
EMPLOYMENT DETAILS

Cognizant since May’10 

Joined asTeam Lead /Offshore Lead Data Manager,Mumbai and rose to the post of Team Manager /Onsite Lead Data Manager (Life Science Vertical), New Jersey, USA 
As Team Manager /Onsite Lead Data Manager (Life Science Vertical), New Jersey, USA (Since Aug’13 till July 2015):

Role:

· Spearheading the assigned clinical trials for Integrated Hospital Care Phase III & Phase IIB therapeutic area
· Leading the clinical study start set-up and data management functions to ensure timely and quality database lock for Integrated Hospital Care trials
· Conducting data management activities for studies and coordinating the activities of on-shore or off-shore clinical research organizations / outsourced projects (protocol review, CRF development, database set-up activities, data validation process, medical coding, SAE reconciliation, so on)

· Overseeing the development of DM standards and documents
· Performing EDC, phaseI, II, III and IV trials
· Designing case report forms (CRFs) and CRF completion guidelines (CCGs)
· Guiding the Clinical Data Management Teams
· Supervising different aspects of data management including CRF design, CRF review, database testing, check validation, test plan & case preparation, various data management plan documents like Edit checks, data validation guidelines, global rulings, quality control plan, so on

· Tracking the reports, database specifications and DB lock procedures
· Managing the global clinical trial practices, procedures and methodologies
· Developing/reviewing departmental SOPs, guidelines and checklist

· Working as per ICH GCP knowledge and 21 CFR Part 11 norms applicable to CDM activities

· Interpreting SAE / Safety data reconciliation, lab data reconciliation process and J-review
IT Applications Used:Oracle Clinical &Oracle RDC – CDMS Tool, JReview –Reporting Tool

Accomplishments:

· Functioned as single point of contact in assigned studies for client- Novartis Pharmaceuticals

· Steered efforts for streamlining operations and optimizing resource utilization by 99% through Six Sigma & PMP measures
· Performedcritical reviews / inspections to ensure non-compliance in final clinical documents

· Implemented checklists / trackers to ensure the accuracy of maintained data and monitor KPIs / SLA agreements with the client
As Team Lead /Offshore Lead Data Manager (Life Science Vertical): May’10 – Aug’13:
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Role:

· Led the assigned clinical trials for Oncology (Advanced Solid Tumors) – Phase III therapeutic area
· Served as the primary client liaison for data management issues

· Ensured consistency in studies and provided study specific training
· Analyzed the data management plans for content and structure

· Delivered case report form design oversight

· Assured that quality control steps were properly planned and completed for all studies

IT Applications Used:Medidata Rave &Clin Phone – CDMS Tool, eTMF – Document Management Tool
Achievements:

· Functioned as single point of contact in assigned studies for client- AstraZeneca Pharmaceuticals

· Recognized for successful efforts to meet the timelines and appreciated by the senior management

· Valued for achieving:

· First AZ Data Management Star Award from the client-AstraZeneca for completing a study set-up in 56 days against a deadline of 60 days 
·  Front Line Leadership Award for contribution in all the studies & good leadership skills
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Lunard Publicity (Al Sharawi Group of Companies), Dubai, UAE as Sales Coordinator from Sep’08 – Apr’09 
Role:

· Managed the daily sales report and liaised with the Sales Team & management to achieve the sales targets
· Developed the daily sales documents & reports and managed the incoming faxes
· Supervised the incoming sales cash/check via Oracle System and forwarded proposals / appointment letters via e-mail
· Monitored the day-to-day administration of Sales Team on the floor
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Cognizant, Mumbai India as Team Lead (Life Science Vertical) from Mar’08 – Sep’08 
Role:

· Functioned as Lead for assigned clinical trials for Oncology (Advanced Solid Tumors) – Phase I therapeutic area
· Assured the successful delivery of data management deliverables 

· Involved in tracking the milestones and tasks for assigned projects

· Liaised with Clinical Operations, Analysis and Reporting Project Team Members 
· Imparted study specific training, as appropriate

· Engaged in ensuring that customer requirements were accurately captured and there was nil consistency across a client’s studies

· Analyzed the data management plans for content and structure

IT Applications Used:Medidata Rave – CDMS Tool and eTMF – Document Management Tool
PREVIOUS EXPERIENCE
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Accenture Services Pvt. Ltd., Bangalore, Indiaas eCRF Developer& Technical Designer(Life Science Vertical)from May’04 – Feb’08
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Won Summit Award for achieving the defined target for the month and Best Team Member Award 

SITEL India Ltd., Mumbai as Sr. Technical Support Representativefrom Dec’02 – May’04 

CERTIFICATIONS / COURSE
· Pursuing PMP Certification and IELTS Certification.
· Diploma in Software Engineering from CEDTI, Aurangabad in 2004

· RAVE Study Build Certification sponsored by Cognizant & Medidata 

· Certificate in Typing (40 w.p.m.) from Pune University in 2002
​​EDUCATION
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Bachelor of Commerce
Birla College of Arts, Science & Commerce, Kalyan, Mumbai University, Mumbai in 2002
Date of Birth: 5thSeptember, 1980
Visa Details:
UAE-Dubai Husband’s Visa, NOC available if required
H1B Visa (USA Work Permit) – Valid till 19 Aug 2017

