PRASEEDA
PRASEEDA.363673@2freemail.com  

Synopsis: Clinical Research Professional having around 9 years of hands-on experience in handling   various sites in specific clinical trial projects, clinical auditing, research coordination etc. ensuring adherence to Good Clinical Practice and compliance with protocol and study procedures on time within budget.

Objective: Seeking career elevation with leading corporate of hi-tech environment with committed & dedicated people with further exposure in more complex projects for greater contribution to employer and the industry.
Core Competencies:
· Monitoring the sites in order to ensure compliance to the study protocol, standard operating procedures, applicable regulations, and the principles of ICH-GCP. 
· Site initiation, monitoring and close out activities.
· Research coordination  

· Report generation and reviewing. 

· Clinical audit and reporting

· Track protocol deviations and adverse events.

· Documentation, Identify and records quality problems.
· Trained in SAS-Clinical Domain 
· Training and competency monitoring
· Research coordination 
PROFESSIONAL EXPERIENCE 
PAREXEL INTERNATIONAL, INDIA
Senior Clinical Monitoring Associate June 2012 to Dec 2014
Projects completed 
· Project I: Phase  4 ,A randomized, double-blind, parallel-group, multi-center, comparative, flexible dose trial of pregabalin versus gabapentin as adjunctive therapy in subjects with partial seizures a0081143)
· Project II: Phase 2, A randomized, Double Blind Assessment Of Efficacy And Safety Of PF-04171327 (1, 5, 10, 15 Mg Dose, Daily) Compared To 5 Mg And 10 Mg Prednisone Daily And Placebo Daily In Subjects With Rheumatoid Arthritis Over An 8 Week Period Followed By A 4 Week Period Of Tapering Of Study Drug.

· Project III: A randomized, open label, multi-center, phase 3 study of epoetin alfa plus standard supportive care verus standard support care in anemic patients with metastatic breast cancer receiving first line standard chemotherapy (EPO-ANE 3010)
RELIANCE CLINICAL RESEARCH SERVICES LTD, INDIA 
Senior Clinical Research Associate April 2011 to June 2012
Responsibilities:

· Independently manges / monitors investigative sites to ensure that all their Clinical Trial activities conform to the protocol plus all applicable GCP / ICH guidelines, regulations, statutes and SOPs.

· Independently creates project specific documents and tools e.g. Monitoring Guidelines, Meeting Materials/manuals, tracking spreadsheets/databases, training tools/materials, etc.

· Develops and presents Investigator Meeting materials.
· Conducting clinical audit for various sites and its reporting
· Participate in the development of protocols and Case Report Forms as assigned.

· Participate in writing clinical trial reports as assigned.

· Interact with internal work groups to evaluate needs, resources and timelines.

· Act as contact for clinical trial supplies and other suppliers (vendors) as assigned

· Conducts study qualification visits for the purpose of assessing the site’s ability to affectively conduct the trial as per SOPs and study guidelines.

· Attends Investigator Meetings

· Conducts Study Initiation Visits for the purpose of reviewing and training site personnel as per SOPs and Study Guidelines.

· Assists in planning and coordinating the efforts of the CRAs in development and evaluation of subject enrollment strategies.

· Completes monitoring report to document monitoring results, listing deficiencies and corrective action required according to RCRS timelines.

· Conducting internal training ,writing and amending standard operating procedures 
RELIANCE CLINICAL RESEARCH SERVICES LTD, INDIA 
Clinical Research Associate, Aug 2007 to March 2011
Responsibilities:


· Monitor clinical trials to ensure absolute adherence to Good Clinical Practice in accordance with ICH-GCP standards, Declaration of Helsinki, Federal Regulatory Requirements and study procedures

· Performs site Initiation, Monitoring and Close-out activities

· Telephonic monitoring and records of the same

· Communicates with the sites on administrative matters such as Ethics Committee communication and site agreements/ payments

· Reports patient status at site to sponsor/ Project manager

· Reviews patient related logs, forms and reports in-house

· Tracks protocol deviations, adverse events and study material at sites

· Assists sites in adverse event reporting and recruitment strategies

· Maintains documents related to the sites in-house

· Performs administrative duties including attendance at clinical monitoring staff meetings, project team meetings, and clinical training sessions

· Identifies and records quality problems.

· Performs other study related tasks as assigned by Project Managers.
· Clinical auditing
RELIANCE CLINICAL RESEARCH SERVICES LTD, INDIA 
Clinical Trial Assistant, Aug 2006 to July 2007

Responsibilities:

· Coordination for study start-up activities and regulatory process

· Liaison with external parties like equipment vendors, laboratories, courier services etc

· Liaison with legal, finance, administration department of Reliance for study related activities

· Liaison between sponsors, investigators and monitor

· Perform liaison activities with the Independent Ethics Committees

· Correspondence with the sponsor and Investigators on study related matters 

· Maintenance of Clinical Operation Binder and Project Master File

· Preparation of Study reference manual

· Assist in the development and implementation of recruitment strategies to increase patient randomization into the trial (eg investigator and research nurse meetings, update newsletters, advertising, and letters to GPs).

· Work with the CRA to update the Patient Tracking Database – which includes details of patient recruitment into clinical trials, each individual’s progress through the trial, payments due to investigators, total paid to site, adverse events and other relevant patient related information

· Maintain a database that records details of clinical trial shipments, and in collaboration with the CRA ensure that there are adequate supplies of clinical trial material to meet project needs. Plan, order and distribute non-drug clinical trial supplies eg clinical report forms, diary cards.

· Responsible for logging in received CRFs and transferring data from the CRFs into the database

Projects completed 
· Project I: A phase 3 randomized study to evaluate survival of patients treated with Talaporfin Sodium (LS11) and interstitial Light Emitting Diodes (LED) as compared to the Standard of Care therapies in the treatment of unrespectable hepatocellular carcinoma (HCC).
· Project II: A Phase 2 Open Label Randomized Controlled Study to Evaluate the Dose Tolerance Safety and Efficacy of VT-122 Regimen for the Treatment of Cachexia in Subjects with Stage IV Non-Small Cell Lung Cancer

· Project III: Randomized, open labeled, multi-center study to evaluate the safety and efficacy of Cinacalcet for secondary hyperparathyroidism in chronic renal failure patients receiving haemodialysis.
· Project IV: A Phase 3 Multi-center Clinical Investigation to Evaluate the Safety and Effectiveness of Quinacrine Hydrochloride (QH) Pellets Administered Via Quinacrine Sterilization Procedure (QS) to Female Subjects Who Voluntarily Agree to Choose QS as their Method of Sterilization
· Project V: International, multi-center, randomized, double blind study to compare the overall mortality in acutely ill medical patients treated with enoxaparin versus placebo in addition to Graduated Elastic Stockings.
· Project VI: A Double-Blind, Randomized Phase 2b Study Evaluating the Efficacy and Safety of Sorafenib Compared to Placebo when Administered in Combination with Paclitaxel in Patients with Locally Recurrent or Metastatic Breast Cancer.
· Project VII: A randomized, balanced, open label, two-treatment, two-sequence, two-period, crossover, multiple dose, pivotal study to compare the bioavailability at steady state of Test Carbamazepine 300 mg Extended - Release Capsules (XYZ Pharmaceutical Industries Ltd.) with Reference Carbamazepine 300 mg Extended-Release Capsules (Carbatrol ER® from ABC Pharmaceutical), when administered under fasting condition in 20 patients with trigeminal neuralgia.
· Project VIII: A randomized, open label, active control, safety, tolerability and pharmacokinetic study of two formulations of metronidazole versus immediate release metronidazole (Flagyl®) in Patients with mild to moderate C. difficile associated diarrhea (CDAD)

PROFESSIONAL QUALIFICATIONS
· Master of Science in Biotechnology, graduated (first class with distinction) from BHARATHIDASAN UNIVERSITY, TAMILNADU, INDIA in 2004.
· Bachelor of Education in Natural Science, graduated (first class) from MAHATMA GANDHI UNIVERSITY, KERALA, INDIA in 2006.
· Bachelor of Science in Biotechnology, graduated (first class with distinction) from KERALA UNIVERSITY, KERALA, INDIA in 2002.

PROFESSIONAL AFFILIATIONS & AWARDS
· Certificate Holder of “YOUNG CLINICAL RESERCH PROFESSIONALS PROGRAMME “
