Loraine Salas

2439 Newport St Denver, CO; cell: 303.547.7878 loraine.salas@gmail.com

Education

B.S. Biology, Minor Chemistry, August 2007, Texas State University, San Marcos TX

AAS Biotechnology, May 2002, Austin Community College, Austin TX

Skills

· Quality Assurance with 10 years cGMP and ISO 13485 
· Data analysis including data auditing as well as laboratory auditing

· Maintain Change Control Process
· Proficient in editing policies, procedures and work instructions
· Initiate/write change orders, CAPAs and deviations for manufacturing processes
Work Experience
Quality Assurance Specialist / Document Control Specialist
ASI Medical, Inc. Englewood CO (05/13-current)
· Improve and maintain Quality Systems according to ISO13485:2003 
· Initiate/write change orders, CAPAs and deviations for manufacturing processes  

· Coordinate with team members to align change control wording, requirements and deliverables as needed to facilitate approval process
· Conduct an assessment of the protocol procedures to ensure appropriate controls are in place to guide the authoring, approval and control of protocols
· Schedule internal audits to meet ISO13485:2003 standards for medical devices

· Write and or edit standard operating procedures, policies to assure compliance is met

· Document control coordinator for all new parts, existing parts and procedures

Scientific Technical Writer 
ATCC (American Tissue Culture Collection)-Manassas VA (08/10-02/13)
· Establish authentication specifications and analysis of QC data Inspection of Product Sheets and Certificate of Analysis before shipping of products

· Reviews and audits existing documents to accurately describe contracts manufacturing and/or authentication activities
· Drafts or second draft review of COAs and Product Sheets, which involves reviewing and batch records and data
· Utilized internal database for maintenance and core catalog approvals on contracts websites
· Document processing using Share Point
Clinical Quality Assurance Analyst 

LabCorp Inc. - Englewood CO (08/08 – 10/09)

· Worked as lead liaison to all project managers on all clinical and device trials in a GCP and GLP laboratory. Assisted and lead a compliance activities
· Maintains company specifications, policies and records in accordance with GCP, GLP, ICH, CAP, HIPAA, FDA, CLIA and appropriate state guidelines

· Attended appropriate state guideline training and assisted in GCP/GLP training for laboratory personnel and support staff. 

· Worked with Project Managers to set up IRBs for each trial submitted to our company for testing

· Reviewed and audited CRFs on a daily basis for consistency and accuracy

Quality Assurance Specialist Contract Position
BAXA Inc,-Englewood CO (04/08-08/08) 
· Maintain the corrective action log for an FDA regulated medical device company. 
· Assist in creation of change orders and assisted in tracking the approval process for each change order
· Performed internal audits of companies batch documents and assured cGCP and ISO 13485 compliance was maintained

Quality Control Supervisor

Vitrolife Inc, - Englewood CO. (12/07- 04/08)

· Provide interpretation and guidance to staff on cGMP, ISO and company regulations and guidelines
· Supervise maintenance of controlled documents (procedures, reports and other documents), including writing, reviewing, editing, indexing, tracking and storage
· Started the implementation of new laboratory environment to meet ISO 13485, CE and cGMP guidelines
Scientist I 

Asuragen Diagnostics, Inc (formerly known as Ambion Diagnostics).-Austin, TX (04/01– 12/07) 

I held multiple positions during 6years of employment at Asuragen

· Involved with various stages of GMP (21CFR Part 820) and ISO 13485 development, production, quality control, post-production and creation of Certificate of Analysis

· Assisted with team members in identifying gaps and redundancies, and to streamline procedure workflow & present improvement processes
· Initiate/write change orders, CAPAs and deviations for manufacturing processes
Assistant Scientist I-II 

Ambion Diagnostics-Austin, TX 

· cGMP Production and QC of in-vitro transcribed RNA for vaccine development and diagnostic controls
· Initiate/write change orders, CAPAs and deviations for manufacturing processes
· Work closely with direct team members, the planning/purchasing groups, and the QA/QC department to develop and execute a manufacturing schedule consistent with master schedule requirements for team products.
Production Technician 

Ambion Diagnostics-Austin, TX 

· Worked with senior scientists on the development of a novel diagnostic control. Executed experiments and procedures for protein purification using a size exclusion column, density gradients and dialysis

· Assisted in the transition of Armored RNA Quant from development into cGMP manufacturing. This involved extensive of collaboration with fellow teammates in writing SOPs, Quality Control documents, validations procedures and raw material specifications.

· Assured laboratory  cGMP compliance by performing numerous tasks such as daily environmental monitoring, preparing stock solutions for cGMP manufacturing, performing weekly bioburden testing of the de-ionized water system

Fellowship Award

Summer 2002 Lawrence Berkeley National Laboratory

· Performed research on microbial communities in aquatic sediment cores to determine community diversity. The experiments consisted of phenol chloroform extraction of DNA, Sephadex column purification, PCR of the 16s rDNA gene, fluorescent labeling, and acrylamide electrophoresis analysis using ABI 377 DNA Sequencer.

