Mary-Anne M. Kubic

1811 s 57th Ave  Cicero, IL 60804

708-606-5327       rozitasmak@netzero.net
	Professional Summary


Manufacturing background- pharmaceuticals (sterile and Over the Counter), cGMP medical devices, nutritional (food) supplements, cosmetics/soaps/toiletries, biologics (blood and blood products).

Compliance Experience:  Quality Management System, Customer Complaints, SOP’s, CAPA, Investigations/Deviations, Facility FDA Inspections, cGMP Audits Internal & External (Vendor), ISO Audits, Graphics & Artwork Review & Approval (Labels/Primary Cartons /Display packaging), Component Specifications/Drawing Review/Approval, Vendor Qualification program, Change Control, Inspections (incoming/in-process), Batch Record Review & Approval –Finished Product Release, cGMP Training, Recalls, Safety Training, Cleaning/Sanitation/Swab Programs and Pest Control Programs.

Knowledge of Regulations include:   cGMP CFR 21 210/211, 820, 110, 600, 601, 610 
                                                               Part 11 and FDA Guidance Computerized Systems Used in clinical Investigations 1999
ISO 9001, ISO 13485 
ICH Guidelines (Stability)
HACCP (Food)
	Work History Quality 


December 2014-Present_            ____Greatbatch Medical____________________________       _Senior Quality Systems Engineer

Senior Quality Systems under short term contract for manufacturer of Class One Orthopedic Medical Devices

                  Perform Investigations of Complaints per FDA regulations

                  Assist with documentation, review and closing of complaints for Quality Systems Department           

June 2014-October 2014 (Contract)    DataTrak                                                                                               Senior QA Project Manager

Senior QA Project Manager under short term contract for supplier of Clinical Software applications which support clinical trials of pharmaceuticals and medical devices (Americas and Internationally)

Assisted with the management of the QMS (Quality Management System).

Reviewed documentation for Computerized Change Control and Change Control.

Performed the scheduled internal compliance audits of the QMS System.


SOP/Policy/Guideline management. To review for compliance/gap analysis in order to update.

Assigned CAPA management.
June 2011 to January 2014      Convenience Valet (Repacker/Relabeler)                                 QA Manager
As the QA Manager, a Quality Compliance Analysis was performed to create and implement a FDA Compliant Quality System. The QA Manager’s responsibilities included Writing/Creating/Managing the Facility SOP Program, auditing, customer complaint management, GMP training, Investigations. CAPA’s all essential elements of the QMS.  In addition, work instructions were written for the packaging department.  Created and managed the following cGMP required programs:
Tracked CAPA’s assigned CAPA’s to department managers, QA reviewed/approved CAPA’s. Follow-up for corrective actions executed through the internal audit program to ensure the issue was resolved.

Quality managed the change control & document control system via tracking all change requests’ to facility as well and documents.  

Performed facility cGMP audits which included creating the audit schedule, audit plan, audit reports, audit meetings.

Logged, tracked and investigated customer complaints.

Reviewed and approved all graphics & artwork (labels/primary cartons/display packaging) and component specifications/drawing for new/revised packaging.

Created and managed the facility’s vendor qualification program to ensure vendors provided quality components/products used in the packaging process. This was done via a qualification survey, review of investigations and CAPA’s to ensure the vendor did not have any quality issues with the components provided.  


Incoming component inspections and on line packaging inspections were conducted by QA. 

Performed cGMP required batch record review, approval and release (finished products) for the facility.

A training program for facility personnel to review cGMP and SOP’s was created which included a sign off form with the description of the training performed, who performed the training and when the training was conducted.

Monitored the facility’s pest control program reviewed all reports provided by the pest control company.

Monitored the temperature control program collected temperature data and created reports.

Created and official recall procedure to track all vendor product recalls and market withdrawals.

The QA Manager was the facility’s quality representative for FDA and supplier audits.  Provided all tours, contacted the area subject matter experts, documents, records, procedures and provided the written responses for any observations found during the inspections.
January 2007 to January 2011 
 Omron Healthcare, Inc.
                  Quality Supervisor

Served as the internal audit program team leader and conducted both cGMP and ISO internal/external audits (created audit schedule, audit plans, trained audit team, conducted audits, wrote audit reports).

Responsible incoming product inspection/testing, approval and release of all Omron Healthcare products which included but not limited to Blood Pressure Monitors, Nebulizers, Body Fat Scales, Pedometers.

Created a series of SOP’s and test methods for products -incoming receipt, inspection/testing and approval.

Analyzed data to for metrics consisted of how many hours to move incoming products from dock receipt, thru inspection the process and to stock.  Initiated, documented all investigations & tracked and monitored CAPA’s 

Created and maintained calibration program for all inspection test equipment.

Refined the SOP program for tracking/reviewing all SOP’s with document control.

Created a procedure for medical device specification review for new products


Was the Omron Liaison with 3rd party logistics warehouse

July 2003 to May 2006            
 Blistex                                                       Technical Affairs Coordinator


Responsible for the Stability Program scheduled, obtained samples from packaging, schedule testing intervals, pulled samples from stability chamber at required intervals for QC testing, logged data into stability computer program to generate reports.  Performed all Microbial Testing -total plate count/pathogen testing on the deionized water used to     manufacture, raw materials, preservative challenge tests, finished products.  In addition researched and recommended upgrades to improve product preservative systems


May 2001 to July 2003            
 Blistex                                                       QA Supervisor


Served as Implementation Team Leader for the Internal Audit Program which included cGMP and ISO 9001 

Created SOP’s for Incoming Inspection sampling, testing, review and release. Responsible for all Inspections in the facility which included Incoming, In process batch release, Line Inspections, Final Release of products


Initiated CGMP auditing program for the facility which included audit schedules, audit meetings, reports.

Maintained Calibration Program.  Managed –SOP’s, Investigations, CAPA Programs for the facility

April 1999 to May 2001           
American Pharmaceutical Partners         Compliance Scientist

Conducted and scheduled Internal Audits. Created a cGMP Training Program for filling/packaging personnel that included tests to ensure comprehension of information.  Reviewed/Revised applicable SOP’s. Responsible for Inspection (In process batch release, Filling/Packaging Line Inspections).  Trained and qualified production fill inspectors. 
April 1995 to March 1999        
LifeSource Blood Center                          Manufacturing Department-QA


Initiated cGMP auditing program for the manufacturing group.  Maintained QC testing calibration program (scheduled calibrations, logs, reports).  Assisted QA Department with FDA Inspections as it pertained to the manufacturing area.  
Created, revised, reviewed SOP’s for manufacturing area.

Created, planned and trained manufacturing personnel on cGMP SOP’s.  Reviewed records and initiated donor tracing and trackability and reentry of donors who were eligible.  Reviewed records and processed duplicate donor checks notifying QA of duplicated donors
1989-1995         

Leiner Health Products                           Quality Assurance Manager


Acted as the project leader validation of the deionized water system, cleaning and in process validations.

Served as the Facility Representative FDA Inspections (provided all records and documents required, contacted all subject matter experts, lead inspection tours).  Responsible for Inspection (Incoming, In-process batch release, Packaging - Line Inspections and Final Product Approval and Release).  Reviewed, approved artwork & graphics (primary packaging, labels, screened printed components).  Tested and qualified new packaging which included bottles/jars/tubes/caps along with the packaging engineer.  Initiated vendor qualification program and material review board. Created Procedures Incoming Inspection.  Conducted Annual Product Reviews on all drug products produced.  
Performed per FDA regulations, cGMP audits, CAPA’s investigations. GMP/safety training.  Maintained facility calibration program records.  Developed investigation/Customer Complaint Procedures. Project management (troubleshooting problems).  Created procedures for batch record review and product release.  Planned and conducted the cGMP training program.  Reserve/retain sample program management.
1987-1989      

  Xcel Laboratories, Inc.                          QA Supervisor


Responsible for performing the inspection (incoming, in-process batch release, packaging/fill- line inspections, final release).  Created SOP on how to review batch records and incoming inspection


Responsible for  performing all facility cGMP Audits and GMP Training.  Conducted Annual Product Reviews.  Performed review/approval artwork & graphics (primary packaging, labels, screened printed components).
1982-1987        

Walgreen Laboratories, Inc.                    Microbiology and  Inspection Supervisor


Developed in-process packaging checks (new technology) fill, tamper features and torque testing.  Researched and recommended Deionized Water System Upgrade for facility.  Responsible for review/approval artwork & graphics (primary packaging, labels, screened printed components).  Responsible for all microbial testing total plate counts, pathogen testing, water sampling/testing, preservative challenge testing, raw material and finished products.  Researched /recommended upgrades to improve product preservative systems.  Created and implemented cleaning sanitization program for equipment.  Initiated a swab testing program of the manufacturing and packaging equipment.  Initiated and conducted an environmental microbial air quality testing program.  Researched and recommended new deionized water system for the facility to improve water quality and minimize bacterial contamination and water system downtime.


1979-1982       

Walgreen Laboratories, Inc.                    Microbiologist

Responsible for all Microbial Testing (raw materials, finished products, R&D New products challenge testing, deionized water testing.  Researched /recommended upgrades to improve product preservative systems


1978-1979        

Cook County Hospital                             Microbiology Technician –Virology Lab


Responsible for serological testing of blood specimens for virus isolation, specimen collection, tissue culture inoculation, maintenance and microscopic examination of specimens.
1977-1978        

Loyola Medical Center                            Research Assistant-Neonatal Laboratory


Responsible for conducting bilirubin level testing, blood gas testing for neonatal intensive care unit


Responsible for equipment maintenance.  Research sleep studies infants with breathing difficulties sudden infant death syndrome

1976-1978        

Loyola Medical Center                            Research Assistant-Pediatric Laboratory

Responsible for equipment maintenance and conducting research sleep studies infants with breathing difficulties sudden infant death syndrome.

1976   


St. Xavier University                                Student Teaching Assistant


Responsible for conducting, demonstrating laboratory experiments for students, proctoring, correcting exams and lab reports.
	Education 



 St. Xavier University Chicago
Bachelor of Arts Degree     1976       Major Biological Science
	Professional Organizations/Activities 


Member of the American Society for Quality

St. Xavier Alumni Association served as president and secretary.

St. Xavier Chapter American Institute of Biological Sciences served as president and vice president
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