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12.2 years, experience in Pharmacovigilance

Fundamentally pharmacology has been my favourite subject since my bachelor's degree.

Continuing in the same field to achieve more and accomplish more is my passion,
ambition, and admiration to gain success in the field of drug safety and
Pharmacovigilance. I am confident that the skill set, experience, and interest [ possess

could lead me to undertake new challenges in my career.

Professional Experience

» Worked as Senior safety and Pharmacovigilance Specialist,
Syneos Health. Pune [ Since Sep-2015 to Jul-2024]

» Worked as Medical Safety Analyst for
Accenture Services PVT. Ltd. Bengaluru [ Since Jun-2014 to Sep-2015]
» Worked as Drug Safety Specialist for
Cognizant Technology Solutions, Mumbai. [ From May-2012 to May-2014]

Skills and Techniques

As Quality Analyst

» Performing quality check of full case processing and provides the feedback to the
respective case processor along with collecting and compiling RCA and CAPA

» Involved in checking the consistency of case against the source document which
includes Day 0, report type, reporter of the case, picking of appropriate events,
medical history, suspect drug, concomitant drugs along with correct coding, action
taken, dechallenge and rechallenge information, reporter causality, listedness of the
events, review of narrative and periodic safety update report.

» Conducing team huddle regularly to update the quality check feedback or any new
update to the team.

» Involved in mentoring the team and training as necessary.

» Implement and promote the use of consistent, efficient, and quality processes to meet
timelines and deliverables according to requirements and standard operating
procedures.

» Ensure compliance of operations with governing regulatory requirements.




» Achieving the pre-defined targets in line with company requisites.

» Publishing productivity and quality matrix for the team.

» Client communication: Sending queries, status mail, and daily client reports.

As Case Processor:

» Experience in evaluation and approval of ICSR’s.

» Experience in processing of ICSR’s (Individual case safety reports) originating
from different types of sources like Clinical study, Post-marketing, Spontaneous,
Pregnancy & literature.

> Extensive experience in end-to-end processing of clinical trial cases including
triage, data entry, MedDRA coding, and narrative writing, etc.

» Handling, and follow up of the AE related queries during case processing

» Maintaining the data as per the client-specific SOPs and guidelines

» Keeps current update in product and medical knowledge, best
Pharmacovigilance practices, applicable regulations, and guidelines

» Experience in Nullification and Invalidation of cases

As Medical Coder

» Sound knowledge in coding all medical history, events, drugs /procedures
indications and laboratory tests according to the appropriate dictionary (E.g.,
MedDRA, CPD-Company Product Dictionary, and WHO-Drug Dictionary (DD))

As Narrative writer
» Expertise in writing medically relevant Safety narratives of cases and checking

the completeness and accuracy of the data entered in the various fields.

Academic Vignette

» Master of Pharmacy, major in Pharmacology [Jun-2010-Jun-2012]
» Bachelor of Pharmacy [Oct-2006-Aug-2009]
» Diploma in Pharmacy [Sep-2003-Oct-2005]

Pharmacovigilance database experience

> ARISG
ARGUS
Medidata RAVE

RMS (Record Management Solutions)
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HPRM (Hewlett-Packard Record Manager)




Computer sKkills

» Working knowledge of MS office

Strengths

Hardworking, self-motivated, and highly result-oriented. I would like to work in teams
where I can actively participate in developing systems and procedures and work towards

team success in achieving the target parameters.

Achievements

» Successfully completed the certification process for the current project. Worked

in the pilot batch during the transition period.

» Conceived and implemented a team-based project design and management
process, increasing on-time project delivery and significantly enhancing customer
retention.

» Developed company brand label to enhance market presence and maintain
market dominance in Pharmacovigilance.

» Have been awarded “Keyboard Digger Award” for best performance

Personal Information

Date of Birth : 14-Jul-1981
Marital Status : Married
Nationality : Indian

Languages Known : English, Hindi, Marathi, Kannada,

Hobbies : Reading Books, learning new languages, Listening to Music.

Permanent Address

Chintamani,

HN-645588, Somanath Nagar, Behind Somanath Mandir, Akol Road,
City: Nipani,

Dist: Belagavi, Karnataka 591237

Mob no: 9945771477

[ hope you will give me the privilege of contributing my efforts towards the growth of

your organization and myself and keenly anticipating a positive reply

Date: 14-Dec-2024 Bahubali D Upadhye




