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Objective

To contribute with my education, knowledge and experience to the growth and success of people and organizations.
Experience
October 2018 to February 2019          Thermo Fisher, Manati, P.R.

Auditor

Solid dose manufacturing pharmaceutical company:
· Review of QC testing record for compliance to cGMP’s and Product licenses achieving cycle time goals and monthly shipping targets.

· Collect data for laboratory deviations for content and completeness to drive on time target achievement. 

· Adhered to Standard Operating Procedures and cGMP’s standards to maintain quality control of laboratory samples and data integrity.

· LIMS end user proficiency: beginner.
· Empower end user proficiency: intermediate.
· Review stability testing data to ensure it met regulatory requirements.
August 2017 to Present           Colegio de La Salle-Bayamón, P.R. 

Leadership Professor
· Help build self-confidence and developed life skills of students.
· Led classroom environment conducive to learning high academic achievement, appropriate behavioral outcomes, and positive student/teacher interaction.

· Administered tests and students’ evaluations to validate progression and analyze data to improve outcomes.
· Mentored students through leadership program to build positive and productive student behavior.
Topics:
· College and Career Selection

· Efective Comunication

· Emotional Inteligence

· Time Management

· Problem Solving and Desicion Making

· Leadership

· Change Management

· Accountability

· Team Work

· Project Management

November 2015 to Present     Gente 21/People’s Advantage, P.R.
Coach/Mentor/Consultant
· Coached professionals and entrepreneurs on business goal achievement in areas including sales, customer support, and leadership.

· Facilitate develop of personal effectiveness in communication and relationship building.
· Led group coaching workshop programs on developmental subjects including motivation, personal influence, time management, emotional intelligence, effective communication, among others.
Products/Services:
· Quality Service
· Effective Supervision 

· Situational Leadership 
· Process Analysis
· Team Work
· Project Management
· Organizational Development

· Efective Comunication
· Emotional Inteligence

· Time Management

· Problem Solving and Desicion Making
· Leadership
· Change Management

· Accountability

· Strategic Thinking

· Colaboration

· Critical Thinking

· Feedback

· Delegation

· Inclusion

· Team Bulding

· Coaching

July 2000 to March 2015                                   Merck-Arecibo, PR
Laboratory Supervisor
· Accomplishment: Project Manager for Raw Material Testing Transfer.
· Perform project charter

· Perform Pert and Gant chart

· Raw Material volume evaluation

· Equipment, documentation and supplies evaluation

· Daily, weekly and monthly meetings

· 6 S evaluation
· Design Rythm Wheel 
· Accomplishments: Implement Lean lab to increase productivity and reduce operating cost.
· Perform equipment relocation assessment.
· Perform laboratory equipment capacity analysis.
· Perform Current and Future state flowcharts for laboratory, atypical investigation, microbial testing, and approval process.
· Perform evaluation to improve analyst and equipment qualification processes.
· Perform redesign of laboratory personnel roles and     responsibilities.
· Active participation on equipment layout.
· Perform redesign of analytical worksheet issuance and 
approval processes.
· Active participation in the assessment for the reduction of retention samples.
· Perform an assessment to include Raw Materials in LIMS (Laboratory Information Management System).
· Review Laboratory Housekeeping program and redesign checklist to add Standard work.
· Design Standard work checklist for Incoming area.
· Active participation on Laboratory washroom layout.

· Perform SIPOC and Fishbone analysis to determine non-value-added steps for laboratory, microbial testing, product release, atypical investigation, and incoming area.
· Redesign laboratory and manufacturing process using 7 wastes, 5’s and standard work tools.
· Perform HPLC and GC qualification matrix.
· Redesign documentation process.
· Review chemist qualification process.
· Review atypical investigation process.
· Determine the number of personnel needed by area according 
to new processes.
· Perform walkthrough to observe current practices.
· Perform analyst qualification matrix.
· Participation on “Project Management” training.

· Perform worksheet revision for Raw Materials, in-process and Finished products.

· Participation on “Reduce Testing” project for Raw Materials.

· Perform velocity metrics (weekly).

· Participation on LIMS implementation in the laboratory.
· Participation on QMS project as a team leader in the Stability group.

· Coordination of water testing for validation.

· Provide disposition of Raw Material, In-process, finished products and Water samples testing according to the established lead time.

· Perform Certificate of Analysis approvals for Finished products and Raw Materials.
· Revision of investigations/Atypicals/Observation reports to assure that all were closed within the established time frame and to create mechanism that avoids reoccurrence.

· Approval of microbial certification for production personnel.

· Revision of Stability protocols and manufacturing/packaging information to assure that all stability studies are in the chamber within the established time frame.

· Approval of change request/protocols.

· Participation in Finished product release meetings to reduce the cycle time.

· Perform Water Metrics (monthly).

· Perform “Laboratory status” report (weekly).

· Perform Class A metrics (weekly).

· Participation on “Sampling reduction” project.

· Review Safety/Environmental inspection (weekly).

· Participation on Quality Council meetings to perform laboratory investigation presentation. 

· Organize analyst duties and schedules to perform the testing for Raw Materials, In-process and Finished Products to support other departments and maintain 90% customer service. 

· Perform meetings with laboratory analysts to develop action plans to reduce laboratory investigations. 
· Participation in the Atypical Reduction Committee.
· Coordination of analyst’s schedules and duties to allow that equipment PM and calibrations were performed on time.
· Coordination of Finished product methods transfer.

· Coordination of Finished product validation testing.

· Revision of Operational Qualification protocols for HPLC and UV. 

· Provide laboratory disposition of experimental batches.

· Coordination of experimental batches testing.

· Perform revision of analytical worksheets.

· Coordination of equipment and analyst qualifications to achieve method transfer due dates. 

· Perform Quality Standard revisions for Finished product, In Process and Raw Materials.

· Perform evaluation of cleaning method.

· Coordination of engineering batches testing to achieve due dates.

· Provide laboratory disposition of engineering batches to achieve established dates for validation reports.

· Review method transfer protocols, instrument qualification protocols and analyst qualification to support Pre-approval inspections.

· Coordination of testing for Hold time studies. 

· Perform meeting with laboratory personnel prior to FDA inspections to assure that the laboratory practices are according to company procedures, guidelines and policies. 

· Perform revision of procedures to complete corrective actions for internal and external audits.

· Participation on FDA and Safety audits. 
· Revision of Standard Analytical Techniques and Quality Standards to assure that laboratory testing was performed according to European regulations for international products.

· Organize analyst duties and schedules to assure that all laboratory personnel participate on all compulsory training maintaining customer service level.
· Participation on GMP and Safety/Environmental training.

· Participation on “Labor Law” training.
· Perform meeting with other Merck site to discuss chemist qualification process.
· Perform Housekeeping and GMP inspection to assure that all procedures are in place (bi-weekly).
· Perform Process Specific meeting for Laboratory area.
· Author/Review/Approved of SOP’s, protocols and reports for QC laboratory.

· Ensure that all discrepancies were investigated and resolved according to GMPs’.
· SAP end user proficiency: intermediate.
October 1995 to July 2000                                Merck-Arecibo, PR
Chemist
· Perform analysis of In-process and Finished products: Dissolution, Assay, DU by HPLC, Dissolution by UV, Identification test by HPLC, UV and IR, etc.

· Review laboratory data: analytical worksheets, HPLC chromatography, logbooks, etc.

· Perform equipment verifications.

· Perform equipment qualifications (IQ/OQ).

· Participation on Validations of new products.

· Stability coordinator.

· Responsible for chemist qualification.

· Revision of Quality Standard Methods and Standard Analytical Techniques.

· Perform observations, atypicals, and audits to laboratory documents.

· Development and revision of SOP and IQ/OQ documents.

July 1994 to October 1995                   Procter and Gamble-Cayey

Chemist

· Perform analysis of Raw Material, in-process and Finish Products.

· Perform troubleshooting of HPLC and GC.

Education

1994
University of Puerto Rico
Rio Piedras

· B.S., Chemistry.

· Licensed Chemist number 4000

2014

· Green Belt Training

· DOT and IATA training for the chemical transportation
· Problem Solving -5W and Lean Six Sigma from IBM – Business Consulting Services.

2015

· Organizational Development Certification
2018

· Professional Certified Coach- ICF

Additional Skills

· Efective Comunication

· Emotional Inteligence

· Time Management

· Problem Solving and Desicion Making

· Leadership

· Change Management

· Accountability

· Team Work

· Project Management

· Quality Customer Service
· Effective Supervision 

· Process Analysis

· Strategic Thinking

· Discipline
· Consistency

· Responsible

· People Oriented
references
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