NATALIA RIVERA COLON
Urb. Los Flamboyanes C-8, Coamo PR, 00769
• PHONE (787) 974-1603 • HOME (787) 677-9028 • E-MAIL riveracnatalia@gmail.com
PROFESSIONAL PROFILE
[bookmark: OLE_LINK1][bookmark: OLE_LINK2]
Dynamic, fast learner self-motivated Quality/Assurance-Compliance / Document Control Remediation / Validations Coordinator / Project Planning Specialist with proven metrics and track record of maintaining documents as per the established procedures and guidelines of the organization. Demonstrated ability to expand beyond the scope of assigned responsibilities to gain proficiency in new areas.  I am seeking a challenging career position in the field of pharmaceutical/medical device manufacturing to apply science academic training towards launching a successful career with a progressive company that rewards initiative and superior performance with long-term opportunities for professional growth.  Assertive individual, team minded and results driven.
EDUCATION 

Job Center P.R.	San Juan, P.R.
Certified on Validation Method for FDA Regulatory Industry	In process
Quality Solutions P.R. Inc.	Ponce, PR
Certified Internal Auditor ISO 9001	2014
University of Puerto Rico (UPR)	Rio Piedras, PR
Master Degree in Social Work (12 credits) GPA 3.87	In process
University of Puerto Rico (UPR)	Rio Piedras, PR
Research Methodologies and Methods Workshop (80 Hours)	2013
University of Puerto Rico (UPR)	Ponce,PR
Bachelor's Degree in Forensic Psychology (Magna Cum Laude) GPA 3.73	2012
QUALIFICATIONS

· Excellent oral and written communication skills (English and Spanish).
· Comprehensive knowledge of Microsoft Word, PowerPoint, Outlook, Excel and MS Project.
· Knowledge and experience on Validation Method for FDA Regulatory Industry; Manufacturing Equipment, Facilities System & Utilities; covering (User Requirements, Functional Specification, Design Qualification, Validation Plan, Validation Master Plan, Factory Acceptance Test, Site Acceptance Test (Commissioning), Qualifications (IQ, OQ & PQ), Impact Assessment and Risk Management).
· Experience with Validations compliance for continuous improvement.
· Knowledge of current Food and Drug Administration (FDA) laws, regulations, practices and guidelines. 
· Depth Understanding of GMP’s regulations.
· Interfaces with peers, supervision, engineering, and management professionally and respectfully.
· Outstanding organizational skills and high attention to detail.
· Hands of experience providing support on internal, third party and FDA audits.
· Assertive individual, team minded and results driven.
WORK EXPERIENCE

Zimmer Manufacturing B.V.	Ponce, PR
Project Scheduler Assistant	March 2014 to Present
· Assisting Project Management Schedule Plan for Trident Remediation Project.
· Maintenance of Master Project Plan and Strategic Plans using MS Project.
· Meeting with Stakeholders for tracking updates, changes, critical paths and deliverables of projects.
· [bookmark: _GoBack]Scheduling of meetings and presentations. Agenda elaboration, tracking tools and identification of deliverables during meetings and presentations.
· Leading initiatives to facilitate actions items, integration of activities, personnel coordination including executers, suppliers and supervisors.
Quality Documentation Specialist	March 2014 to Present
· Provide efficient data entry into the local information systems as required.
· Handle audit of procedures and validations Metric Project Binders in the Trident Remediation Project to verify revision update and compliance.
· Provide support on FDA/ISO audits.
· Read and interpret documents such as technical data, safety rules, operating and maintenance instructions, validations and procedure manuals.
· Administration of the company intranet, Livelink/SAB web based software to ensure the most current document revision is available at all point of use and prepare periodic reports for management.
· Organize and maintain accountability of the planning validation activities, such as protocols (IQ, OQ, PQ, Commissioning, and Decommissioning) and report progress (target vs. actual) at least bi-weekly to assure timely delivery. 
· Coordination and execution of document change control process including receipt, approval, distribution, and storage of controlled documents such as standard operating procedures, forms, protocols, reports, drawings, and other quality documents.  Verification of validations and other quality documents prior submission to approvers for compliance with the company procedures and template.
· Maintaining and administrating plant documentation system such as Quality Manual, Operating Procedures, specifications, records, Validations etc. (following on action items, provided update on my actions (remediation) prepared Matrix and Trending charts.
· Maintain control and accountability of the Receive Verification Forms; assure certificates comply with Standards and that the components/instruments are properly tagged per Standards.
· Carried out administrative assistant duties including attending committee meetings with the C&Q Lead and team, taking notes, typing meeting minutes, letters, reports and schedules in a weekly basis. 
· Assure documentation is accurate and in compliance with GDP’s.
· Maintain Device Master Record and Device History Records as well as other quality system documents such as validations.
· Process and distribute document requests to departments as needed, scanning and copying validations, notes and complete various projects as assigned by the supervisor in addition to general filing and copying.
· Maintain and report progress of the Data Base Master Record (Livelink/SAB) with the corresponding documentation. Resolve conflicts to assure timely delivery.
· Prepare letters, email and/or fax correspondence, edit Microsoft PowerPoint presentations, create/edit Microsoft Excel spreadsheets, and prepare binders and folders for various projects.
University of Puerto Rico	Ponce, PR
Professor Assistant	Aug 2011 – May 2012 
· Responsible for the provision of an efficient and effective reception service and for administrative support to other Staff as directed by supervisor, set-up and maintain files, records and databases.
· Served as first point of contact for students, faculty and staff calling or visiting the main administrative office.
· Assist with development of training evaluation methods to provide immediate and long-term assessment of student’s ability to perform their tasks.
· Maintain records of training documentation according to organizational requirements.
· Answered incoming calls on multi-line phone and respond to public inquiries in a courteous manner within scope of knowledge and authority and refer to other persons in the Department as appropriate.
M Designs Arts and Graphics	Coamo,PR
Documentation Clerk/Administrative Assistant	Jan 2009 – July 2011
· Assisted staff in placing and receiving telephone calls at the main switchboard station.
· Office in order to generate necessary reports, charts, graphs, slide presentations and general office correspondence and memos.
· Received and distribute incoming and outgoing mail.
· Received visitors to the office, obtained name, purpose of visit, and contacted appropriate staff.
· Consistently praised by management for the quality and timeliness of reports, attention to detail, exemplary customer service delivery and team-player attitude.
· Transformed previously manual processes relating to vendor/supplier records into an efficient, computerized system.
Municipality of Coamo Summer Program	Coamo, PR
Administrative Assistant	Jun 2009 – Aug 2009 
· Consistently praised by management for the quality and timeliness of reports, attention to detail, exemplary customer service delivery and team-player attitude.
· Demonstrated proficiencies in telephone and front-desk reception within a high-volume environment.
· Calmed upset/angry customers researched and rapidly solved problems and rebuilt people trust to prevent future incidents.
· Excelled in role requiring the ability to handle a variety of customer service and administrative tasks and resolve customer issues with expediency.
REFERENCES

· Available upon request.
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