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Bioethics 
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2005

Bachelor of Arts

The Ohio State University
            
Columbus, OH
Major in Psychology

Work Experience








             




	04/2012 – 5/2015
	Manager, Research Compliance

University of Denver

Office of Research and Sponsored Programs
	Denver, CO

	
	Service Description: The Office of Research Compliance is responsible for the administration, support, monitoring and oversight of the University’s Research Compliance and Research Integrity Programs.  

Selected Accomplishments:

· Facilitated and oversaw the transition to a new electronic submission system for all of the University’s research compliance committees.  

· Improved institutional compliance for human subject’s research program by implementing policy and procedure resulting in improved compliance across all 28 previous noncompliance findings (based on internal audits of IRB procedures.)
· Oversaw AAALAC re-accreditation for the University’s Animal Care and Use Committee (IACUC). 

· Implemented a Responsible Conduct of Research program and worked with the Associate Provost for Research to revamp the Institution’s Research Misconduct policy and related education.  


	07/2011 – 04/2012 
	Research Assistant

Denver Health

Orthopedics

	    Denver, CO

	
	Project Goals:  Orthopedic researchers at Denver Health aim to perform well-designed, clinically relevant prospective trials that are in the patients’ best interest with regard to optimizing current treatment strategies and implementing new innovative therapeutic concepts. 


Primary Principle Investigator: Philip F Stahel, MD
Selected Accomplishments:

· Worked with a team to develop and conduct necessary hospital-wide training for research staff and students regarding research ethics, good clinical practice, and regulatory compliance;
· Served on the hospital’s ethics consult service;
· Prepared and maintained initial and ongoing Institutional Review Board submissions for all Industry and Investigator initiated protocols in both orthopedics and podiatry.



	10/2010 – 04/2011
	Clinical Research Coordinator / Regulatory Manager

Western Affiliated Research Institute




           
	Denver, CO

	
	Project Goals:  Western Affiliated Research Institute (WARI) is a private research company specializing in clinical trials in psychiatry and neurology.


Primary Principle Investigator: Jennifer M. Rosenberg, MD, MPH

Selected Accomplishments:

· Maintained all regulatory documents and records for regulatory review; 

· Prepared protocol amendments regarding location change and PI name change, including revised 1572 and Financial Disclosures for 15 open studies from 7 different sponsors to be submitted to 5 different Review boards.



	07/2009 –10/2010
	Research Coordinator (Professional Research Assistant)
   
University Of Colorado, Anschutz Medical Campus

Depression Center


	Aurora, CO

	
	Project Goals:  The University of Colorado Depression Center Research Program specializes in research on new and innovative treatment approaches for depression and bipolar disorder.


Primary Principle Investigator: Michael H. Allen M.D.

Selected Accomplishments:

· Collaborated with the Sr. Research Coordinator to launch a new clinical trials center focusing on the treatment of Depression;

· Ran the site for 6 months after the Sr. Coordinator went on maternity leave and subsequently left the University.



	06/2008 –06/2009
	Research and Evaluation Projects Manager (Research Assistant III)

Case Western Reserve University 

Center for Evidence Based Practices
	Cleveland, OH

	
	
	

	
	Service Description: The Center for Evidence Based Practice (CEBP) is a technical-assistance organization that promotes knowledge development and the implementation of EBPs for the treatment and recovery of people with severe mental illness and co-occurring substance use disorders. The Center also implements and studies emerging best practices in an effort to identify and develop new EBPs.


Selected Accomplishments: 

· Conducted evaluations (Fidelity Reviews) of the Evidence Based Practices implemented within community mental health organizations, and completed written reports including recommendations for improved fidelity to the EBP based on information collected during the Fidelity Review process.

· As project manager, worked with the CEBP’s Tobacco Workgroup to Develop the Tobacco Recovery Across the Continuum (TRAC) Model Coordinate all tobacco related activities including program evaluation, consultation, training, and outcomes collection for up to fourteen community mental health agencies.

· Developed and implemented plans for outcomes collection and created databases for data entry.

· Coordinated the collection of state mandated outcomes data from up to 50 independent community mental health organizations.




	06/2006 – 06/2009  
	Research Coordinator (Research Assistant II)


University Hospitals Case Medical Center

Mood Disorders Program




	Cleveland, OH

	
	Project Goals: To conduct research on Mood Disorders with the goal of improving clinical outcomes for patients and to conduct research on risk and resilience to combat related Post Traumatic Stress Disorder and other mental health problems. 

Primary Principal Investigator: Joseph R. Calabrese M.D
Selected Accomplishments:

· Lead research coordinator on all investigator initiated study protocols, including those funded by the Department of Defense, NIMH, NIH, SAMSHA, and various industry sponsors;

· Lead research coordinator on the DOD funded Ohio National Guard Risk and Resilience Study;

· Served as the primary liaison to the UH Institutional Review Board for all MDP studies.



	09/2005 – 05/2006
	Intern / Research Assistant

  

 

The Ohio State University


           

Anxiety and Stress Disorders Lab

	Columbus, OH

	
	Project Goals: To compare the efficacious components of a brief intervention for high risk undergraduate drinkers.

Co-Investigators: A. Meade Eggleston, M.A.; Michael W. Vasey, Ph.D.




01/2005 –
Facilitator / Contract Counselor

 
  
                     Columbus, OH
06/2007 
Maryhaven







     
Public Safety Services

Service Description: Maryhaven is a private, public benefit (non-profit) healthcare facility specializing in treatment for people with alcohol and drug dependencies.

Selected Accomplishments:

· Facilitated eight-hour Juvenile Underage Drinking Program, and four-hour Youth Impaired Driver Intervention Program for juvenile offenders referred for education program by County courts or schools.

· Developed a program for youth charged with driving a vehicle impaired to supplement the eight hours of JUDP education.



· Coordinated community outreach.

06/2004 –

Counselor I


      

 

            Running Springs, CA 09/2004

CEDU Family Services






         
CEDU High School

Service Description: CEDU is a twenty four month emotional growth boarding school intended to address behavioral issues among struggling and underachieving youth.

Selected Accomplishments:

· Facilitated group sessions, organized and oversaw group activities in two year emotional growth boarding school for adolescents.

· Developed treatment plans and restrictions for adolescent clients. 

06/2003 –
Intern



      
                                               Running Springs, CA

09/2003

CEDU Family Services






         
CEDU High School

· Assisted head of Drug and Alcohol Program in expanding the programs offered within two year emotional growth boarding school.

Research Projects













Fixation using Alternative Implants for the Treatment of Hip Fractures (FAITH): A Multi-Centre Randomized Trial Comparing Sliding Hip Screws and Cancellous Screws on Revision Surgery Rates and Quality of Life in the Treatment of Femoral Neck Fractures

Prospective Post Market Clinical Follow-Up Study of the Continuum™ Metal on Polyethylene Acetabular System 

Multicenter Prospective Cohort Study: Operative & Non-Operative Treatment For Extra-Articular Scapula Fractures 

RhBMP-2 vs. Autograft for Critical Size Tibial Defects: A multicenter, randomized trial. METRC. 

Assessment of Severe Extremity Wound Bioburden at the Time of Definitive Wound Closure or Coverage: Correlation with Subsequent Post-Closure Deep Wound Infection (Bioburden Study). METRC

Predicting Acute Compartment Syndrome (PACS) using Optimized Clinical Assessment, Continuous Pressure Monitoring, and Continuous Tissue Oximetry. METRC.

Use of Pulse Lavage versus Gravity Lavage in Operative Management of Diabetic Foot Infections

Interrupted Suture vs. Running Suture for Wound Closure Following Primary Total Knee Arthroplasty

An 8-week, Randomized, Double-Blind, Placebo-Controlled, Parallel-Group, Multi-Center Study of the Efficacy and Safety of Agomelotine 0.5 mg and 1 mg Sublingual Tablets Administered Once Daily in Patients with Major Depressive Disorder.  

A Randomized, 6-week, Open-Label, Study Evaluating Safety, Tolerability, and Efficacy of Lurasidone for The Treatment of Schizophrenia or Schizoaffective Disorder in Subjects Switched From Other Antipsychotics.

A Multicenter, Parallel-Group, Randomized, 10-Week, Double-blind, Placebo-Controlled Study to Evaluate the Efficacy and Safety of 50 mg of Desvenlafaxine Succinate Sustained-release Formulation (DVS SR) in the Treatment of Peri- and Postmenopausal Women With Major Depressive Disorder.

A Multicenter, Randomized, Double-blind, Parallel Group, Placebo-controlled, Phase III, Long-Term Safety and Tolerability Study of TC-5214 (S mecamylamine) as an Adjunct to an Antidepressant in Patients with Major Depressive Disorder Who Exhibit an Inadequate response to Antidepressant Therapy.  
A Multicenter, Randomized, Double-Blind, Parallel Group, Placebo-Controlled, Phase III, Efficacy and Safety Study of 3 Fixed Dose Groups of TC-5214 (S-mecamylamine) as an Adjunct to an Antidepressant in Patients with Major Depressive Disorder Who Exhibit an Inadequate Response to Antidepressant Therapy.
A Randomized, Double-Blind, Placebo-Controlled, Parallel-Group Study of Paliperidone Palmitate Evaluating Time to Relapse in Subjects With Schizoaffective Disorder.

A second Phase 3, Multi-Center, Randomized, Double-Blind, Placebo-Controlled Study to Assess Efficacy, Immunogenicity and Safety of NicVax Vaccine as an Aid to Smoking Cessation.  

A Randomized, Double-Blind Assessment Comparing Discontinuation Symptoms in Abrupt Discontinuation Versus a 1-Week Tapering Regimen in Subjects with Major Depressive Disorder Treated for 6 Months with Open-Label 50 mg DVS SR.

Behavioral Activation and Interpersonal Social Rhythm Therapy in The Treatment Of Perinatal Mood Episodes.

University of Colorado Depression Center Repetitive Transcranial Magnetic Stimulation (rTMS) Research Registry.

Emergency Department Suicide Screening Pilot Study.

Emergency Department Safety Assessment and Follow-up Evaluation (ED-SAFE).

A Randomized, 6-Week, Double-Blind, Placebo-Controlled, Flexible-Dose, Parallel-Group Study of Lurasidone Adjunctive to Lithium or Divalproex for the Treatment of Bipolar Depression.

A Randomized, 6-Week, Double-Blind, Placebo-Controlled, Flexible-Dose, Parallel-Group Study of Lurasidone in the Treatment of Bipolar Depression.

A 24-Week, Flexible-Dose, Open-Label Extension Study of Lurasidone for the Treatment of Bipolar Depression.

A Multicenter, Randomized, Double-Blind, Placebo-Controlled, Parallel-Group Study to Evaluate the Efficacy and Safety of 2 Fixed Doses (10 and 50 mg/day) of DVS SR Tablets in Adult Outpatients With Major Depressive Disorder.

A Multicenter, Double-Blind, Placebo-Controlled, Randomized Withdrawal, Parallel Group Study to Evaluate the Efficacy and Safety of 50 mg/day of DVS SR in Adult Outpatients with Major Depressive Disorder.

The Ohio Tobacco Recovery Across the Continuum (TRAC) Project:  An Integrated, Whole Health Approach to Addressing Tobacco Dependence Among Individuals with Severe Mental Illness.

Risk and Resilience Factors for Combat-Related Posttraumatic Psychopathology and Post Combat Adjustment.
Genetics of Risk and Resilience for Deployment-Related Stress Disorders in National Guard.
Combination Therapy in Rapid Cycling, Dual Diagnosis Bipolar Disorder.

Combination Therapy in Bipolar Disorder Rapid Cycling.
Double-Blind, Placebo-controlled Adjunctive Lamotrigine Trial in Borderline Personality Disorder.
Quetiapine XR Adjunctive Therapy to Mood Stabilizer in the Treatment of Comorbid Generalized Anxiety Disorder in Bipolar Depression with or without Substance Use Disorder.

Pioglitazone for the Treatment of Major Depressive Disorder Comorbid with Metabolic Syndrome.
Quetiapine-XR Monotherapy in the Treatment of Major Depressive Disorder with Comorbid Generalized Anxiety Disorder.
Lithium Use for Bipolar Disorder (LiTMUS):  A Randomized Controlled Effectiveness Trial. 
Components analysis of Brief Alcohol Screening Intervention for College Students (BASICS).
Teaching Experience













Teaching Assistant, Communication Theory (CAS 202), Pennsylvania State University, Spring 2016

Guest Lecturer, Bioethics, Clinical Research in Practice: Clinical Equipoise, Conflicts of Interest & The Dan Markingson Case, University of Denver, Fall 2014

Small Group Facilitator, Molecules to Medicine: Research Ethics, University of Colorado School of Medicine (Annual Fall 2011 – 2013)

Teaching Assistant, Bioethics: Dilemmas in Research and Clinical Practice for Undergraduates, Case Western Reserve University, Spring 2008

Guest Lecturer, General Psychology for Undergraduates, Introduction to Substance Use Disorders: The Signs, Symptoms, Risks and What is Really “Normal”?, Case Western Reserve University (Annual 2006-2009)

Certifications














Certified IRB Professional (CIP) – Since September 2014
Presentations














“Research Ethics and Regulatory Compliance at Denver Health”, Co-Presenter, Various Settings

“Outcomes 101”, Co-Presenter, 2008 Ohio SAMI CCOE Conference, Columbus, OH


“Introduction to the New Supported Employment Fidelity Scale”, Co-Presenter, 2008 SE Program Leaders Training, Columbus, OH


“Why Employment Specialists Should Care About Tobacco”, Co-Presenter, 2009 SE CCOE Conference, Columbus, OH

Posters and Publications














Caldes, EP. The Ethical Perspective. In: Ed. Stahel, Philip F., Mauffrey, Cyril (Eds.) Patient Safety in Surgery. 1st ed. London: Springer; 2014.
Kemp, D., Gao, K., Ganocy, S., Caldes, E., Feldman, K.,  Chan, P., Conroy, C., Bilali, S., Findling, R., Calabrese, J.R.. Medical and substance use comorbidity in bipolar disorder. J Affect Disord. 2009
Caldes, E., Kemp, D., Ganocy, S., Elhaj, O., Shelton, M.D., Conroy, C., Bilali, S., Pontau, J., Bachtel, M.B., Slembarski, R., Gao, K., Calabrese J.R. The Addiction Severity Index (ASI) Subscale Sensitivity to Treatment Response with Lithium and Divalproex in Dual Diagnosis Rapid Cycling Bipolar I or II Disorder. Poster Presentation. Seventh International Conference on Bipolar Disorder, Pittsburgh, PA; 2007

Conroy, C., Muzina, D.J., Kemp, D., Ganocy, S., Gao, K., Ehaj, O., Bilali, S., Slembarski, R., Pontau, J., Bachtel, M.B., Caldes, E., Calabrese J.R. Spectrum of Legal Offenses by Gender in a Bipolar Research Center. Poster Presentation. Seventh International Conference on Bipolar Disorder, Pittsburgh, PA; 2007

Gao, K., Kemp, D., Xia, G., Ganocy, S., Muzina, D.J., Bilali, S., Conroy, C., Pontau, J., Slembarski, R., Bachtel, M.B., Caldes, E., Calabrese J.R. Rates of Lifetime Treatment-Emergent Mania during Antidepressant Monotherapy Trials in Patients with Current Rapid Cycling Bipolar Disorder. Poster Presentation. Seventh International Conference on Bipolar Disorder, Pittsburgh, PA; 2007

Muzina, D.J., Gao, K., Kemp, D., Ganocy, S., Bilali, S., Conroy, C., Pontau, J., Bachtel, M.B., Caldes, E., Calabrese J.R. Legal Complications of Rapid Cycling Bipolar Disorder Accompanied by Recent Substance Use Disorders. Poster Presentation. Seventh International Conference on Bipolar Disorder, Pittsburgh, PA; 2007

Slembarski, R., Gao, K., Kemp, D., Ganocy, S., Elhaj, O., Conroy, C., Bilali, S., Pontau, J., Bachtel, M.B., Caldes, E., Calabrese J.R. Spectrum of Legal Offenses Associated With Rapid Cycling Bipolar Disorder With and Without a Recent History of a Substance Use Disorder. Poster Presentation. Seventh International Conference on Bipolar Disorder, Pittsburgh, PA; 2007 

Gao, K., Conroy, C., Slembarski, R., Pontau, J., Bachtel, M.B., Bilali, S., Caldes, E., Kemp, D., Elhaj, O., Ganocy, S., Calabrese J.R. Lifetime Exposure to Psychotropic Medications in Rapid Cycling Bipolar I or II Disorder with and without Comorbid Anxiety Disorders. Poster Presentation. Seventh International Conference on Bipolar Disorder, Pittsburgh, PA; 2007

Relevant Committee Participation










University of Denver Institutional Review Board – Voting Member  (April 2012 – Present)

University of Denver Institutional Biosafety Committee – Ex Eficio Member (April 2012 – Present)

University of Denver Institutional Animal Care and Use Committee – Ex Eficio (April 2012 – Present) 

Denver Health Biomedical Ethics Consult Committee (September 2011 – April 2012)

Denver VA Biomedical Ethics Committee (September 2011 – April 2012)

Denver Health Research Forum Steering Committee (September 2011 – April 2012)
Awards














Honors Award for Excellence in Speech Communication from Otterbein College (2003)
Skills













Proficient with the following computer software systems:

Microsoft Office, Microsoft Outlook, Microsoft Publisher, Microsoft Excel, SPSS Statistical Program, REDCAP, Adobe Illustrator, Reference Manager, Psychinfo database, Lexus Nexus database and other research databases 

Trained in:

· Prospective Reimbursement Analyses 

· Distribution of medications and emergency protocol

· Working with youth with disruptive disorders

· Motivational Interviewing

· Stages of Change

· Identifying stage-wise treatment interventions

· PRIME for Life (evidence-based alcohol and drug prevention and intervention program)

Trained in the following Diagnostic evaluations and psychological/psychiatric research assessments:

· Mini International Neuropsychiatric Interview (MINI)

· Mini International Neuropsychiatric Interview-Plus (MINI-Plus)

· Structured Clinical Interview-DSM-IV (SCID)

· Montgomery Asberg Depression Rating Scale (MADRS)

· Hamilton Depression Rating Scale (HAM-D)

· Hamilton Anxiety Rating Scale (HAM-A)

· Young Mania Rating Scale (YMRS)

· Global Assessment of Severity (GAS)

· Clinical Global Impressions (CGI)

· Addiction Severity Index (ASI)

· Columbia Suicidality Severity Rating Scale (CSSRS)
· Zanarini Rating Scale for Borderline Personality Disorder (ZAN-BPD)

· Clinician Administered PTSD Scale (CAPS)
· Positive and Negative Symptoms of Schizophrenia (PANSS)
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