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Over Fourteen years of pharmaceutical industigted experienceA strong Quality Assurance experience
performing internal and external audits, dealinthwiDA, State and other regulatory agency auditm@naging
training programs, document control, CAPA invedimas, batch record review and all compliance sslassues.
An extensive background in Regulatory Affairs, @aControl, method development, validation, aridaf
release responsibility and testing of Pharmacdutieadical devices, solid and liquid dosage formala, testing
and approving bulk API's, and the ability to perfoiQ, OQ, and PQ validation protocols. Vast exgrere with
the implementation of 21CFR 210-211, 820 and Parpibtocols, and use of USP monographs, and inehous
method developed techniques. A solid backgrounth w#ta acquisition systems: Agilent ChemStationteréa
Millennium 32, and Bruker NMR spectroscopy softwarExperience conducting cGMP and GLP, ISO 13485
audits, implementing, USP regulations, ICH anajjtiealidation and stability guidelines, conductheclogy
transfers, developing and implementing a vendorifigation program. A successful record utilizingopect
management in pharmaceutical and fine chemicalymtimh cross-functional teams

Solid background performing analysis using HPLC, RIM-T-IR, KF, UV-Vis, Endotoxin (both gel clot and
Kinetic Turbidometric), aseptic technique, andation methods (standard and potentiometric), ad asIGC
Analysis Software experience beyond acquisitioriesys includes Trackwise, ISOTrain, Microsoft Wokkcel,
and PowerPaint.

PROFESSIONAL EXPERIENCE

Sterigeni

QA Manager

cs, Ontario, CA 1/2009- 3/2011

Manage all aspects of Quality Assurance for fagilitcluding official correspondence with the FDAanagement
review meetings, and serving as Ontario faciliisality Management Representative.
Administer the maintenance of the Quality managersgatems and ensures facilities compliance toiggteics’
procedures.
Supervise interface with Sales, Operations, Engimgeand Corporate Staff, as well as customers gowernment
personnel.
Direct activities related to corrective actions gédventive action (CAPA), deficiency program, cdamuts and
training activities.
Manage Quality department staff which includesrsight of Validation and Calibration activities.
Certified ISO 13485 Lead Auditor with experienieading audits of other Sterigenics Facilities €inal audit
program).

Coordination asupervision of customer audits, FDA audits, ISO4@82003 and 9001:2000) audits, and vendor
audits.

Facility resourfoe FDA, 1ISO, EN and other Quality Management System remergs.

Genchem, Brea, CA 1/2008- 11/2008

Manager

of RA/QA
Managed all aspects of Regulatory Affairs and Quallissurance for company, including official copeadence
with the FDA, management review meetings, and Bgrvas Genchem’s management with Executive
responsibility.
Administered the maintenance of the Quality managerystems and ensures firm’'s compliance to ttableshed
system.

Strengthened Erevice History Record (DHR) documentation system.

Supervised thantenance and revision of the company’s Device BfaRecord and approved final Batch Record
Review for release.

Conducted intérand external regulated quality management systedits, and responded to audit findings from
regulatory agencies and customer audits.

Improved the diyalnanagement system and firm's compliance to Rfghdard.

Watson L aboratories, Corona, CA 01/2005-01/2008
Laboratory Training Supervisor

Supervised a staff of 7 Trainers/Scientists amgpddtment coordinators to provide all training @wnand revised
SOPs/test methods, safety training, cGMP trainerg2d CFR 210 and 21CFR 211, refresher trainingj@esand all
new hire training for LabOps.

Represented the Laboratory Operations Trainingaiment in cross-functional meetings.

Serve as lead investigator during Out of Speciboat OOS, investigations; and implement correcictons.
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- Collaborated with Senior Lab management and QAdtbress internal customer requests and maintain lopes of
communications.
- Facilitated continuous compliance through the inaproent of the training program and material.
- Instrumental in establishing and executinglgpartment wide implementation of Structured-onrdbie-Training
(SOJT) training program for LabOps (160 individdals
- Maintained a wigekaining compliance score of 100% for the LabOps
- Conducted tragsessions for continuous improvements and persdexelopmental needs.
- Work with QC Managers, Senior Management and QAnsuire adherence to and improvement of all internal
documentation.
- Represented the training department on the steeoimgnittee for the implementation of the new LIMStem.

Nektar Therapeutics, Huntsville, AL 07/1997-01/2005

QC Supervisor (Quality Control Dept)

Supervised a staff of 10 analytical chemists tuthnicians in the Intermediate and Final produCt dgpartment;
queue samples, facilitate the completion of fimabpict and in-process sample analysis and reporesults.

- Organized the technical transfer of analytical rméthfrom Analytical Research and Development (AR&DYhe
Intermediate and Final product QC department andwct the necessary personal training.

- Coordinated the scheduling of testing / instruntiemt to insure efficiency and meeting of metricdlimes.

- Served as lead investigator during OOS investigatiwhen applicable conduct necessary training andmplement
corrective action.

- Maintained tracking system for productivity repoiteludes daily reporting of sample status to Qénliger, and any
other relevant internal customer.

- Daily interactions with manufacturing and QA to ntain open lines of communications.

- Promoted a strict compliance to Nektar policies amatedures.

- Facilitated continuous improvement in complianesaarand QC processes.

- Work to improve efficiency in the lab by suggestard implementation of new process systems.

- Trained external customers, coordinating and impheging technology transfers to their facilities.

- Work with QC Manager and QA to insure adherenantbimprovement of all internal documentation.

- Maintained high level of integrity and accountabilvithin the QC department.

- Executed analytical testing and release appriavgbolyethylene glycol (PEG) derivatives for inegess and final
product testing utilizing extensive use of NMR (3@6iz and 400MHz), HPLC (normal phase, reversed ghgsl
permeation chromatography, ion exchange, deriizanethods), GC, FT-IR, and label claim confirioat
prior to finished product release.

- Performed Endotoxin assays on water and final prodamples using both gel clot and kinetic turbidoio
techniques.

- Provided raw materials analysis utilizing an Agil UV-Vis 8453 spectrophotometer and a MattsonIRET-
classical wet chemistry methods (manual and pateiric titration using a Mettler DL-55 autotitrgtoas well
as, other approved Nektar methods.

- Trained new employees on all methods and instrisment

- Performed Stability Study analysis.

- Executed internal and external audits and respotwdexternal audit concerns.

- Wrote Certificates of Analysis; also wrote and esved Standard Operating Procedures.

- Assisted with development and validation of anahltmethods for QC.

- Implemented setup of a new Quality Control labagass well as assessed and implemented new syBie@€ lab.

Vintage Pharmaceuticals, Huntsville, AL 10/1996-07/1997

Chemist (Quality Control Dept)
Provided analytical testing for raw materials, nogess, final product, and stability samples ofegiendrugs in
compliance with USP and ICH guidelines using Wakt#& C with Millennium 2.15, IR, UV and GC.

- Performed water analysis and validation for theifiled Water System, implementing new USP proceduor
testing purified water and the purchase and irstalt of new equipment.

- Assisted microbiology lab on finished producabsity samples, and PET (Preservative Effectiveriessting).

- Coordinated and assigned purified water testiredyais.

Bachelor of Science — Biochemistry in Chemistry GA¢ertified) and Biological Sciences.
1996, University of Alabama in Huntsville, Hamille, Alabama

Certificate of Pharmaceutical Engineering, 20@¥ State Fullerton

Certified 1SO 13485 Lead Auditor, 2010 BSI



