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Professional Summary:
Clinical Research Professional with 6+ years of experience in health cares and has a strong eye for detail and an exceptional ability to follow instructions and manage team. Demonstrated ability to support the management and coordinate the tasks of multiple clinical research studies.


Manager-Scientific Relations

OMICS International 

June 2015 – Present 

· Heading Dermatology and cancer, Ophthalmology and Surgery teams in Conferences Department.
· Looking after the Operational Activities of all International Conferences
· Strategic Analyst for Effective Delegation
· Effective Execution of Scientific Program
· Direct and Indirect presence at  National and International events
· Operation leads for different tasks given to employees
· Lead team in accordance with organization’s policies and applicable regulations. Responsibilities include
· Planning, assigning, and directing work;
· Responsible for tracking MIS reports of the team,
· Appraising performance and guiding professional development;
· Addressing employee relations issues and resolving problems. 
· Manage the continuous improvement of the SOP Management system processes and other activities necessary for company requirements


Job Description
Responsible for safe and effective implementation of clinical trial protocols and ensuring that protocols are conducted, recorded, and reported in accordance with the protocol, standard operating procedures (SOPs), ICH-GCP, and all applicable regulatory requirements. 


Responsibilities include: 
· Assist with the preparation of IRB applications, including protocol and informed consents and obtain approval to conduct the study.
· Maintain appropriate correspondence with the IRB, including adverse events, annual renewals and protocol amendments. 
· Create Standard Operating Procedures for each study or clinical trial. 
· Conduct telephone interviews to determine subject eligibility. Schedule intake appointment to recruit subjects to study. Obtain informed consent and HIPAA authorization, conduct intake interview, and enroll subjects.
· Maintain source documents and regulatory documentation of clinical trial. Ensure quality of data on CRFs.
· Monitor health and safety of subjects with frequent contact and ensure subject compliance with the study protocol. 
· Present adverse event documentation to Principal Investigator and sponsor where appropriate.
· Create and maintains database of subject information and generates reports and shipments of data to coordinating center, as needed. 
· Prepares documents for review by sponsors, monitors and regulatory authorities, as necessary
· Participates in meetings with sponsors, monitors and regulatory

    Clinical Research Coordinator- Outlook Dental Hospital and Research Centre
     
      Trial: Establishing bite force study facility in India, GSK
Description: This is an explanatory bite force study to determine whether a new clinical    facility in India can discriminate the benefits of denture wearers using denture adhesive versus not using denture adhesive, subjects will be categorized as well fitting, moderately well-fitting and poor fitting dentures. A bite force transducer system will be used to measure incisal bite force of maxillary complete dentures in subjects with dentures judged as to be well made. Bite force measurements will be taken over 12 hour time period

    Clinical research coordinator-Durgabhai Deshmukh Hospital and Research Centre

· Trial 1: Aliskren Enalapril combination therapy, Novartis

Description: :    A Multicenter, Randomized, Double blinded, Parallel group, Active controlled study to evaluate the efficacy and safety of both Aliskren monotherapy  and Aliskren Enalapril combination therapy compared to Enalapril monotherapy on morbidity and mortality in patients with chronic heart failure(NHYA Class 11-1V).


· Trial 2: Diabetic Heart Failure, Manipal

Description: Safety and efficacy of TRC4186 in the treatment of stable heart failure associated with HbA1c ≥ 6.0% or type 2 diabetes receiving oral hypoglycemic therapy (With or without additional insulin) as an add-on to conventional treatment for heart failure.

· Trial 3: Deep Venous Thrombosis, Quintiles.

Description: A phase III, randomized, double-blind, double-dummy, parallel-group, multi-center, multi-national study for evaluation of efficacy and safety of (LMW) Heparin / Edoxaban versus (LMW) Heparin / Warfarin in subjects with symptomatic deep-vein thrombosis and/or pulmonary embolism.

· Trial 4: Angina Pectoris, Clininvent.

Description:  A 6-week randomized double blind parallel-group international multi centric study to evaluate the anti-anginal efficacy and safety of oral administration of Ivabradine compared to placebo on top of a background therapy with a calcium antagonist (Amlodipine or Nifedipine) in patients with stable angina pectoris.


Academic Qualification:
· Advanced Post Graduate Diploma in Clinical Research and Management from 2011-2012 CREMA, Hyderabad.
· Bachelor of Dental Surgery (BDS) From 2005 – 2010 Osmania Dental College and Hospital, Hyderabad.
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Skill Set
1. Having knowledge of SOP/ ICH-GCP guidelines, Schedule-Y, Informed Consent processes.
2. Knowledge of Medical ethics; organized and successfully handled the Institutional Ethics Committee meetings 
3. Highly adaptable, quick-learner, optimistic, open to new ideas and challenges 
4. Ability to maintain confidentiality wherever applicable 
5. Ability to take the initiative and effectively manage the situation with positive attitude and successful results 









Personal Details:

· Date of birth          :  20 August 1987

· Address			             :   Plot no 289, Bhagavan Nilayam,
                                                    KPHB,  Hyderabad- 500072.

· Marital Status	       :  Married 

· Languages Known: English, Hindi and Telugu


 
DECLARATION: I hereby declare that the above information furnished is true to the best of my knowledge and belief.                         
                                                                                                                                        Dr. Sravanthi Kalyan


 
