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	Objective
To be associated with a progressive organization which gives me scope to apply my knowledge and best of my skills in the areas of management and to involve as a part of team that dynamically works towards the growth of organization.

	Profile
A self directed, enthusiastic professional with a commitment to quality of work and extensive experience in the area of Clinical Data Management.
Strong project management skills in functional areas like Protocol review, Database design, SDTM activities, Database and CDR Testing (UAT), In-life reporting, Discrepancy management, Medical coding, SAE reconciliation, Database lock activities, Document archival and Auditing of the project.

	experience

	Dec 2009 – Sep 2014                 

Project Manager/Business Advisor Senior Analyst I SDTM, Accenture India
	multinational management consulting, technology services and outsourcing company. We are into Pharma outsourcing and we are specialized in clinical research data management activities. We provide services to fortune 500 leading pharmaceutical companies in the world. 

	

	I was working with Services Pvt. Ltd. as Business Advisory Senior Analyst/Project Manager in Bangalore, India.

Joined as a Reports Specification Analyst in Dec-2009. I was promoted as a Subject Matter Expert in Jun-2010 for reports process. The reports specification process ramped down and then I was moved to SDTM process.

Roles & Responsibilities

· Lead assigned projects as a project manager for SDTM process.
· Resource assignment.
· Play a vital role in recruitment, like conducting interviews for new candidates as well as IJP (internal job posting) candidates mainly involved in screening/initial rounds and operational rounds of interview.

· Mentor/train the new joinees in the process and get them certified.

· Lead, define and develop SDTM mapping spec/Programming solutions per study requirements.

· Respond to UAT findings and take corrective actions.

· Responsible for achieving Business Advisor target for self and tower.


	Sep 2007 – Dec 2009                 

Clinical Data Manager 

Reliance Life Sciences
India
	Reliance Life Sciences is a group of Reliance Industries Limited, the company is ranked No. 99 on the Fortune Global 500 list of the world’s biggest corporations. Reliance life science is into clinical research, we have our own drugs in the market which are successful in treating the targeted disease.

	

	Reliance being a CRO company, got a very good exposure with clinical research activities from startup of the study to database lock activities. The company provided opportunities to handle the projects from startup till the end until the database is locked. I joined Reliance as Clinical data coordinator and was promoted as clinical data manager in Mar 2008. This gave an exposure to lead end to end projects, get involved in all the sub process of clinical research.
Roles & Responsibilities

· Allocate resources for all the activities related to Clinical Data Management (for ex: CRF designing, annotation, DB design, data entry, discrepancy management, coding, QC, etc).

· Maintaining all the project related documents (Soft and hard copies).

· Coordinate with ops team for smooth movement of projects.

· Arrange and perform project meetings on a timely basis.

· Generate weekly status report and submit to the ops team so that the status would be helpful for monitoring purpose.

· Assist in DM Manager Activities (with minimal supervision).

· Understands and comply with ICH-GCP, core operating procedures and work instructions.

· Perform QC procedures and data review tasks.

· Provide guidance and support to Clinical Data Associates and Coordinators.

· Understands and comply with core operating procedures and working instructions.

· Perform other duties as directed by the Project Manager.

· Develop and maintain good communications and working relationships with CDM team.

· Creating Data DCF Flow, SAE Reconciliation, Global Ruling, Coding and QC guidelines.

· Creating Data Validation Doc.

· Performing testing of programmed Edit checks.

· Performing Discrepancy Management.

· Creating, and Updating DCFs.

· Performing SAE Reconciliation.

· Performing QC of the data.

· Provides training related to Data Management activities.

· Acts as backup for any CDC/CDM activities whenever situation arises.

· Creating DMP.



	Apr 2004  – Aug 2007 

Certified Data Validation Associate 

Accenture Services Pvt Ltd.
India
	multinational management consulting, technology services and outsourcing company. We are into Pharma outsourcing and we are specialized in clinical research data management activities. We provide services to fortune 500 leading pharmaceutical companies in the world.

	

	Joined Accenture as a data validation associated, got trained in clinical research-clinical data management activities. Certification examination was conducted by the client from United States. Passed the certification in the first round and was promoted to Certified Data Validation Associate in Sep 2004.

Roles & Responsibilities

· Provide timely and professional ongoing management of clinical trial data by identifying and resolving errors and inconsistencies in CRF / eCRF data to ensure consistently high standard database(s) with respect to cost, quality and timelines.

· Validating data discrepancies by applying study conventions (Data editing guidelines and protocol) accurately in the correct circumstances, issuing clear, accurate queries through DCF's when conventions are not appropriate, resolving queries correctly answered and requiring issues which require further clarification.

· Manage all phases of data management activities from study start up to database close.

· Responsible for reviewing the Validation and Analysis Plan (VAP) which includes writing / editing the study specific validation checks and necessary reports to ensure high quality and consistent data.

· Identify errors and inconsistencies; resolve them or initiate their resolution either via the field monitor or directly with the investigational site, to ensure high quality and timely database locks.

· Support and provide leadership for data management staff for allocated trials.
Freeze and lock data as appropriate in time for statistical review, blinded interim quality review, interim and final database lock.

· Develop strategies in co-ordination with Team Leads and Therapeutic Area Leads so as to meet timelines and quality requirements.

· Perform secondary and auxiliary data review, e.g. central lab data, diary data, SAE reconciliation.

· Attending the business teleconferences.

· Assisting data management lead in identifying clean patients. Attending to listings, reviews etc. and taking necessary actions viz. updating the database, issuing query, informing data management lead etc. 

· Compliant to GCP/ICH guidelines, 21 CFR part 11 regulations.

Additional Responsibilities:

· Mentoring and training new joiners in the CDM process.

· A member of Task Force Lead. Have prepared a Data Validation Task List for paper based studies.

· Generate and customize the study reports. Worked on special task for addressing issues received from on-shore.

· Retrieve information from OC application regularly; prepare detailed summary for the status this helps the study team to perform their checks easily.

· Involved in the transition of the Data Management projects of a USA Pharma major from USA to Chennai, India.



	Jul 2001 – Mar 2004 
Senior Medical Transcriptionist
New Planet Solutions
India
	New Planet Solutions pvt ltd is a small medical transcription company. We were into medical transcription for some of the major hospitals in the US.

	

	This was my first job after my college. I joined as a medical transcriptionist and got trained on typing skills, medical terminologies, using medical dictionaries and hearing and understanding voice data of US and UK doctors. I was promoted to senior medical transcriptionist in the span of 8 months post training.
Roles & Responsibilities

· Medical transcription (Transcribe the voice data into word document).
· Proof reading the transcribed data.

ACHIEVEMENTS
· Received Global certification on Clinical Data Management process.
· Received Best Mentor Award.
· Summit awards (Numero Uno) six times.
· Team spirit award twice.
· One Life Saver award.
· Spot award four times.
· Won 4 races (Car rally & contests).

	EDUCATION

B.Com at BNM College, Bangalore University.


	skills

Applications: Oracle Clinical, Inform Phase Forward, Application Framework, CDRS (Clinical Data Review System), SQL developer.
Packages: MS Office (MS Excel, MS Word, MS Power point, MS Outlook)



	Personal Data

	
	Born
	23 Apr 1979

	
	Gender
	Male

	
	Marital Status
	Married 

	
	Nationality
	Indian

	
	Languages 
	English, Hindi, Kannada, Tamil, Malayalam, Telugu and Konkani.

	
	
	

	
	Visa Status
	Visit VISA 
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