Sanda Dracic
4343 Clarendon Ave • Chicago, IL 60613 • (312) 927-2919 Cell • dracics@hotmail.com 
OBJECTIVE: To obtain a position in a reputable organization with the intent to use my comprehensive experience and educational background for the benefit of the institute

EDUCATION:

Loyola University Chicago – School of Law
Master of Jurisprudence in Health Law 
Cum laude honors
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Loyola University Chicago – School of Nursing
Bachelor of Science in Health Systems Management 
Cum laude honors 				         	 

University of California Santa Cruz - Extension
Selective Regulatory Affairs courses

Regulatory Affairs Professional Society (RAPS)  
Member, (RAC Examination pending fall ’12)


ACHIEVEMENTS:

· Recipient of Loyola’s Advocacy and Leadership Award				
· Participant in Palmer Symposium Research on Childhood Obesity (published)		        
· Participant of “Innovations in Leadership” Program, resulting in successful implementation of the  “Surgical Time-Out” checklist at Loyola Medical Center- IL
· Incident Command System (IS) 100/200 Certified			                    	


LANGUAGES:

English • German • Serbo-Croatian/Bosnian • Latin (studied 4 years)


WORK EXPERIENCE:	

INTUITIVE SURGICAL, INC.						       11/2011- Present
Regulatory Complaint Analyst / Project Specialist	
· Drive internal process improvement tasks to decrease cycle time, and identify continuous improvement opportunities, including leading Corrective and Preventive Action (CAPA) projects, training the team on current US and International healthcare regulations, SAP database improvements, automated Failure Analysis feedback to customers, and gap analyses of new regulations. 
· Manipulate, interpret and present data to Quarterly Review Board members
· Investigate adverse events, serious injury/death reporting in accordance with regulations
· Work closely with Senior Management on developing departmental goals and improvements to meet expectations and compliance needs
· Work closely with Marketing, Quality and Engineering to track project engagement progress
· Responsible for reviewing, investigating and closing 33 percent of combined incoming US and International complaints in compliance with 21 CFR 803/806/810/820, ISO 13485 and other applicable FDA and International regulations


THE AMERICAN ACADEMY OF ORTHOPAEDIC SURGEONS              3/2011 -11/2011
Regulatory Analyst and Staff Liaison to the Patient Safety Committee 
· Served as the primary point-of-contact for the Patient Safety Committee 
· Managed various large scale projects, including the Patient Safety Summit and the AAOS Annual Meeting
· Actively reviewed and researched latest regulations, healthcare reports and FDA recalls 
· Represented AAOS in nationwide conferences of governmental agencies (IHI, AHRQ, TJC) 
· Conducted research on latest surgical safety initiatives and protocols 
· Monitored and assumed responsibility of the committee’s budget
· Maintained the committee’s website with relevant content 

BAXTER HEALTHCARE	CORPORATION				         1/2010 – 3/2011
Product Surveillance Quality Associate- Renal Division					
· Responsible for reviewing and submitting a high volume of drug and device complaints in compliance with 21 CFR 803, 806, 820 and 211 FDA regulations
· Participated in large scale process improvement activities and projects
· Reviewed and worked with QE evaluations for medication delivery and renal devices
· Worked with Global Pharmacovigilance and the Medical Device Safety Team to track and trend adverse events 
· Assisted Senior Management with revision of the main Complaint Handling SOP
· Served as the point of contact for post-market FDA audit material

MEDSTAFF ALTERNATIVES, INC.					          5/2008 - 3/2010
Assistant Manager, Compliance							      	 
· Developed, initiated, maintained, and revisited policies and procedures for the general operation of the department to prevent illegal, unethical, or improper conduct
· Responded to alleged violations of rules, regulations, policies, procedures, and Standards of Conduct by evaluating or recommending the initiation of investigative procedures
· Performed independent audits on 265 active Nursing and Sterile Processing staff credentials in compliance with the Joint Commission (TJC) standards
· Worked with the HR department to develop an effective training program, including appropriate introductory training for new field employees as well as ongoing training for all internal employees 
· Performed background verification checks (i.e. IDPR, OIG, ISP, HHS, EPLS)  
· Verified completeness of new employee files and gave final approval for activation
