
[image: image1.png]XGulfjobseeker.com

Helping you to search bestjobs & talent since 2002!




Contact HR Consultant for CV No: 340650

E-mail: response@gulfjobseekers.com
Website: http://www.gulfjobseeker.com/employer/cvdatabasepaid.php 
JOB TITLE: Senior/Lead Clinical Research Associate
SUMMARY OF EXPERIENCE:
In-depth experience in phase II to phase III/IV studies in various indications including Pediatrics studies.  Have extensive knowledge in the implementation of study protocols, significant knowledge in monitoring of sites and on-site data management, regulatory and submissions. Experienced in Project Start-ups to Closure, Internal/External audits with sponsors and study documentation management.
THERAPEUTIC AREA EXPERTISE: 
Significant experience in the following:
· Oncology                                                       Neurology 
· Cardiovascular                                        Hematology 
· Rheumatology 
PROFESSIONAL EXPERIENCE:
Senior Clinical Research Associate/Lead(Sr. CRA) – GW Pharmaceuticals, Cambridge

Since March 2016 – Present
· To set up, monitor and complete clinical trials.
· Assist International CRA Manager with training and consistency monitoring when required.
· Study Centre management including identifying suitable investigator centres, ethical submissions and all study documentation

· Initial finance negotiation with sites and co-ordination of study payments where required.
· Verify that data entered onto CRFs is consistent with source data.
· Report writing and review

· Accountability of study medication and monitoring of storage.
· Report findings from site to Project Manager or delegated person.
· Development and maintenance of strong professional working relationships with external parties.
· Ensuring clinical studies are run in accordance with GW SOP’s, GCP, EU Directive 2001/20/EC, Commission Directive 2005/28/EC and relevant regulatory guidelines.
· Review & production of study documentation (e.g. Protocol, CRF, SIL, SDV documentation, monitoring guidelines, Pharmacy Manuals).
· Liaise with clinical co-ordination to ensure all study requirements are arranged (e.g. Central Laboratory support, equipment, questionnaire permissions).
· Assist with planning and co-ordination of Investigator meetings, including participation and attendance when required.
· Act as a mentor to train more junior roles and assist with career development.
· Perform accompanied visits to check consistency of procedures and data quality.
· SOP writing/review
· QC of clinical documents

Clinical Research Associate (CRA) – Quintiles, Reading, Berkshire
Since Jan 2014 – March 2016
· Responsible for support and management of study sites within UK  for Phase 1-4 Clinical Trials according to SOP’s, GCP Regulations and protocol requirements.

· Identify, evaluate, recommend potential study sites for participation based on feasibility and protocol outline to LTM

· Perform pre-trial assessment visits to determine site qualifications and evaluate possible participation

· Coordinates site initiation visits to ensure timely study set up

· Assure that site personnel complete and document protocol-specific training i.e. scale assessments etc.

· Conducts ongoing study visits as required by SOP’s and project team but no less than every 6-8weeks

· Performs Source Documentation reviews required by SOP to ensure protocol/patient compliance. Reports any site issues to Clinical Team
· Ensures that EDC entry is up to date and tracks resolution of data management queries

· Enters site level information in in CTMS to allow for Investigator payments and accurate reporting of study recruitment/progress

· Enters site trip reports in CTMS within 5 days of monitoring visits

· Updates and ensures accuracy of site information in CTMS

· Ensure sites receive and review SUA/SUSAR reports in a timely manner

· Perform drug accountability at sites and re-labelling where required

· Participate in QA and FDA audits where required
· Attend Investigator meetings
(In- House CRA) - Clinical Monitoring Associate I, Parexel International, Uxbridge, UK
Since Jan 2013
· Primary contact with investigators and site staff remotely

· Performing site contacts in accordance to the study specific Monitoring Plan
· Performing contact reports in accordance with departmental timelines
· Performing remote visit initiation, monitoring, termination 
· Performing on-site visits 

· EC and R&D documentation preparation and submissions
· Collaborate with CRAs on site issues/actions
· SAE Reporting

· Performing regular reviews of site level data (e.g CTMS, EDC, IVRS, ISIS) ensuring timely and high quality data entry compliance from sites 

· Support sites with drug/supply issues

· Collation of updated/amended regulatory documents in collaboration with CRA and CTS as needed

· Ensure compliance with applicable ICH-GCP guidelines , local regulatory requirements and Parexel SOP and study specific procedure (e.g Monitoring Plan)

· Performing follow ups on CF QC findings raised by RMAs

· Performing administrative tasks in a timely manner (e.g timesheets, metrics)

Clinical Research Assistant, Covance Inc, Maidenhead, UK
Since May 2011 – Dec 2012
· Act as contact for project team and study sites
· Perform CRF review, query generation and resolution against established data review guidelines, under direct supervision on Covance or client data management systems, as assigned by management
· Assist with generation and reconciliation of queries to investigative sites/clients to resolve problem data
· Assist with the management of study supplies and organize shipments
· Create, update, track, and maintain study-specific trial management files, tools, and systems.
· Assist the local project team members with other administrative activities as required (e.g. payments to investigators, correspondence with clients, preparation of status reports, and organization of investigators’ meetings)
· Co-ordinate meetings with clients, investigators, and project team, including taking minutes.
· Ensure compliance with Covance SOPs, FDA, ICH, and GCP regulations for clinical conduct in all aspects of daily work
· Provide input in writing Monitoring Conventions as assigned
· Assist in submissions and notifications to Ethics Committees and Regulatory Authorities
· General On-Site Monitoring Responsibilities:
· Assist Senior CRAs, CRA-2 and CRA-1 with on-site tasks as required and according to training goals (e.g. review of Case Report Forms and Study File Notebook, drug accountability)

· Initiate, monitor and close out clinical investigative sites under direct supervision from Clinical Research Associates 1 and 2, Sr. Clinical Research Associates, Project Managers or Project Directors
· Perform other duties as assigned by management
EDUCATION:

University of Kingston, Kingston-upon-Thames UK – MSc Pharmaceutical Sciences with Management Studies (Commendation), 2009
University of Kingston, Kingston-upon-Thames UK – BSc (Hons) Pharmaceutical Sciences (Second Class), 2008
LANGUAGE SKILLS:

Shona and English: native
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