Ela Miller


Ela Miller, M.D., CCTI

5360 Chenin Blanc Place
Vallejo, CA 94591

Telephone: (707) 649 0785

Cell: (707) 853 2671

ela@jacek-dom.net
	           Work Experience:
	

	October 2007 – July 2008

Director of Clinical Affairs
	Bay Area Research Institute

Lafayette, California



	
	Responsibilities include:

Clinical Supervision and Training

· Supervise and train clinical personnel: provide leadership through regular supervision

· Organize team meetings for staff training and inter-rater reliability

· Quality Assurance for data collection and reporting

· Monitor and optimize recruitment

· Monitor coordinator performance and conduct performance reviews

· Mentor coordinators for clinical growth and skills development

· Trouble shoot day-to-day operational problems

Operations Management

· Track enrollment/study statistics

· Management and enhancement of patient data base

· Ongoing development of SOPs and forms to enhance clinical and business operations

Business Development and Marketing

· Develop new avenues for patient recruitment, including individual and group presentations/lectures

· Network with other sites and sponsors/CRO’s to represent BARI for potential clinical research projects

· Interface with Business Manager for optimization of budgets and advertising

· Design and production of promotional materials for clinical trials

· Provide direction and input for site development and growth

Clinician/Sub-Investigator

· See the patients as authorized by PI (consenting, evaluations, administration of rating scales, etc.); complete the source docs and CRFs; work with the monitors and external auditors.

· Attend investigator meetings, trainings, co-operate with sponsors, central labs and other involved parties, IRB submissions, problem solving, resolution of queries, designing of source docs, forms and logs.

Scope of operations: psychiatry, phase II-IV.



	November 2005 – October 2007

Clinical Research Site Manager

Project Manager

	Solano Clinical Research; 

Division of Dow Pharmaceutical Sciences, Inc.

Vallejo, California

	
	Supervise daily activities of the site and staff.

      Responsibilities include:

· work organization and job descriptions (supervisor of 6 employees)

· advanced business development activities

· project manager for all the studies

· site budgeting and financial reporting

· close co-operation with Clinical Affairs and Regulatory Affairs departments (planning  the new studies, contribution to the protocols writing, budgeting)

· international cooperation with clinical sites and CRO belonging to DPSI in Germany

· work with the sponsors on the optimization of the scientific designs and practicality of the protocols

· hosting of the site visits

· preparation of the site questionnaires

· reviews and negotiations of CDAs, CTAs, study budgets

· supervising recruitment, retention, scheduling, compliance

· continuation of the activities as listed below for a research fellow

Scope of operations: dermatology and healthy volunteers studies, absorption, PK/PD, phase I-IV.



	April 2004  –  September 2005

Research Fellow


	Solano Clinical Research

Division of Dow Pharmaceutical Sciences, Inc.

Vallejo, California



	
	· Role of a Clinician/Sub-Investigator: Seeing the patients as authorized by PI (consenting, routine visits, venipunctures, specimens processing, ECG, etc.); completing the source docs and CRFs, work with the monitors and external auditors. Trained evaluator of skin conditions.

· Role of a Coordinator: Investigator meetings, trainings, co-operation with central labs, IRB submissions, communication with the sponsors and problem solving, resolution of queries, designing of source docs, forms and logs.

· Role of a Manager: Reviewing contacts, creation and negotiation of budgets, supervising of database, preparation of the reports, and creation of SOPs.



	November 2000 – April 2004

Development Chemist
	Dow Pharmaceutical Sciences, Inc.

Petaluma, California



	
	Development chemist for small and large (protein) molecules.  On-hand experience with HPLC and microplate protein activity assays. Close co-operation with formulation, stability, regulatory and QA. Writing of SOPs and STMs. Independent development of many procedures. Successful designing of experiments. Performing computations and documentation with sound audit trail.  Top performer within R&D, GMP, GLP. Special recognition for accuracy and precision at micro volumes level.



	January 2000 – May 2000

Physician, Clinic Manager
	Medica 2000 Clinic

Warsaw, Poland



	
	Primary care physician and manager of a new clinic. 

· Role of clinic manager: hiring staff, ordering equipment and supplies, ongoing coordination (facility maintenance, accounting, HR, etc), preparation of the group health care offers, submissions of the contracts with insurance companies and reimbursement government institutions.



	May 1998 – April 1999

Regional Manager/ Product Manager
	Gedeon Richter Ltd. (Pharmaceutical Company)

Warsaw, Poland



	
	· Role of a Regional Manager: Supervisor of 9 employees.

· Role of a Product Manager: Marketing management of 5 products (oral contraception) and launching a new product (the first one of a new product line of the company). 



	November  1997 – April 1998

Editor
	Medical Publishing House Springer-Verlag, Poland



	
	Work with the authors, translators, and foreign parties on the merit, contracts, and budgets. Generation of the contacts with pharmaceutical companies and other parties (i.e. airlines) for the bulk orders of medical publications.



	February 1997 –  October  1997

Medical Liaison
	Medagro International (Pharmaceutical Company)

Warsaw, Poland



	
	Work with the medical opinion leaders to promote the unique pharmaceuticals offered by the company.



	September  1992 -  January 1997

MD -  Physician


	District Hospital

Sokolow Podlaski, Poland

· Transitional Year Residency (Internal Medicine, Surgery, Pediatrics, Ob-Gyn, ICU)

· Internal Medicine Residency Program (Internal Medicine Hospital Department)

· Staff Physician for Nephrology/Dialysis/ICU Department 

· Supervisor of the Blood Donation and Preparation Lab 

	
	· Transitional Year resident: independent night duties (“moonlighting”) permitted after three months of the residency. The year-long program completed in 9 months.

· Internal Medicine Residency Program at the Internal Medicine Hospital Department: completed concurrently with other duties in the Dialysis/Nephrology/ICU department, outpatient clinic and blood donation/preparation lab. 

· The Board Exam passed with an “A” score.

· Physician for Nephrology/Dialysis/ICU Department: the unique experience with dialysis, acute care, nephrology, and transplantation medicine, equal to the official fellowship program. 

· Blood Donation and Preparation Lab Supervisor: overseeing the lab operations and staff in compliance with the relevant regulations.



	        Additional Experience:

	
	

	January 2000 - May 2000
	Lecturer and Translator

Co-operation with Therapy College “Polster” in Warsaw



	
	Lecturer (introduction to medicine, behavioral science, medical English); 

Translator of the college submissions to European Association of Occupational Therapy Colleges

	March  1998 – May 2000

Medical Editor, Reviewer, and 

Proof Reader
	Co-operation with Bertelsmann Media, German Publishing House In Poland



	
	Review of the popular medical science books candidate to be translated for the Polish market; medical editing of the popular science translations



	April  1994 – February 1997

Consultant and Reviewer
	Co-operation with SanMedica Medical Publishing House in Warsaw



	
	Review of the medical books candidate to be translated for the Polish market, medical editing of the translations, and editorial work with the authors.



	                   Education:
	

	
	

	1986 – 1992

Graduated in 1992
	M.D.

Medical School

Bialystok, Poland

	
	Medical school recognized by and diploma validated in the U.S.



	1982 – 1984

Editor
	College of Typography and Editing

Warsaw, Poland

	
	Editing, formatting, designing, and publishing.



	                  Licensure:
	

	
	

	July 1992
	License for Medical Practice in Poland

	
	Polish License provides the credentials for practicing in all countries of the European Union.



	        Certification/Training:
	

	
	

	March 2007

Certified Clinical Trials Investigator


	Professional certification exam administered by ACRP (FDA region)

	October 2004

National Cancer Institute:

Human Participant Protections Education for Research


	Essential training on ethics for research professionals



	September 2004

Fundamentals of Clinical Research


	Professional course administered by ACRP



	April  2004

IATA Certification “Shipping Infectious Substances and Diagnostic Specimens”


	Regulations on the handling and shipping of biological materials.

	March 2003

Medical Board of California, Postgraduate Training Authorization


	Approval of Medical Credentials in California.



	January 2003

U.S. Educational Commission for Foreign Medical Graduates


	Validation of medical education in the United States; valid indefinitely.



	November 1996

Internal Medicine Board Certification
	Warsaw Poland

Polish Medical Board Certification provides the credentials for practicing in all countries of the European Union

	       Professional Membership:

	
	

	September 2004
	Association of Clinical Research Professionals

	
	

	           Areas of Expertise:
	

	
	Clinical Research:

All aspects of clinical trials conduct according to GCP, ICH, and FDA guidances; protocols,  budgets, contracts, study logistics, recruitment, IRB submissions, reporting; electronic tools in clinical research (e-CRFs, e-photography, electronic data transmission); supervisory skills.

Other Industry Issues: 

Familiarity with all and on-hand experience with many of the steps related to the drug product, from its early development in the lab to the administration to a patient and seeing the results.

Environments: R&D, GMP, GLP, GCP, Regulatory Affairs. Excellence in creation of scientific documentation.

Clinical Medicine: 

All aspects of internal medicine, acute care, cardiovascular, diabetes, nutrition, dialysis, nephrology; research experience in dermatology and vaccines.



	
	Computer Skills:

MS Office: Word (very good) Excel (very good), Access, PowerPoint, Outlook.

StudyManager™, ClinAsyst™,- clinical research softwares and databases.

TurboChrom™, Chemstation™, SoftMaxPRO™ – laboratory software.

eCRFs in various formats.



	
	Lab Development Expertise: 

HPLC (small and large molecules), spectroscopy, enzyme activity assays in a microplate format.

Pharmaceutical formulation.



	
	Other: 

Designing of experiments, computations, medical writing, forms and logs designing, text formatting; data analysis, reporting and presentation; budgets and contracts.

	
	

	             Work Status:
	U.S. Citizen.


Role of the sub-investigator in the following studies:

· A Randomized, Double-Blind, Placebo-Controlled Phase III Study of an Extended-Release Formulation of [name confidential] for the Treatment of the Inflammatory Lesions of Acne Vulgaris.

· An Open-Label Safety Study of a New Formulation of for Treatment [name confidential] of Moderate to Severe Acne

· The Safety, Tolerability, and Immunogenicity of [name confidential] Smallpox Vaccine in Adults without Previous Smallpox Vaccination

· The Safety, Tolerability and Immunogenicity of [name confidential] Smallpox Vaccine in Adults with Previous Smallpox Vaccination

· A Multicenter, Open-Label, Prospective Study to Evaluate the Effectiveness and Safety of [name confidential] in the Treatment of Subjects with Psoriasis, EASE ([name confidential] Assessment of Safety and Efficacy)

· A Phase II, Randomized, Double-Blind, Placebo-Controlled Study of Medi-522, a      Humanized Monoclonal Antibody to Integrin [name confidential], Administered by Subcutaneous Injection to Adults with Plaque Psoriasis.

· A Double-Blind, Randomized, Placebo-Controlled Trial of the Efficacy and Safety of 5% [name confidential] Foam in the Treatment of Androgenetic Alopecia in Males

· A Phase II, Multicenter, Double-blind, Randomized, Dose Ranging Evaluation of Efficacy of [name confidential] Acetate Gel Following Repeated Topical Application in Subjects with Acne Vulgaris

· A 26 Week, Randomized, Multicenter, Parallel-Group, Double-Blind, Vehicle-Controlled Study to Evaluate the Incidence of Atopic Dermatitis Flares when [name confidential] 1% is Used at the First Signs and/or Symptoms of Atopic Dermatitis and its Safety and Tolerability

· An Open-Label, Long-Term Extension Study to Assess the Safety of [name confidential] in the Treatment of Psoriasis in Adult Subjects

· A Phase III Multicenter Study to Assess the Efficacy and Safety of [name confidential] 50 mg Twice Weekly in Psoriasis

· A Multicenter, Randomized, Double Blind, Placebo Controlled Phase III Study of Subcutaneously Administered [name confidential] in the Treatment and Re-treatment of Subjects with Moderate to Severe Plaque Psoriasis.

· A Double Blind, Placebo controlled, Outpatient Study of the Effectiveness of [name confidential] in Adult Subjects with Atopic Dermatitis of Moderate Severity.

· A Single Center, Open Label Trial to Evaluate the Performance of [name confidential] 12% Cream in Subjects who Exhibit Signs and Symptoms of Ichtyosis Vulgaris.

· A Randomized, Double Blind, Placebo-Controlled, Safety and Tolerability Study of 

[name confidential] in Subjects with Chronic Plaque Psoriasis Requiring Systemic Therapy

· A Prospective Pediatric Longitudinal Evaluation to Assess the Long-Term Safety of [name confidential] Ointment for the Treatment of Atopic Dermatitis

· A Phase I, Double-Blind, Randomized, Placebo-Controlled, Multicenter Study Evaluating the Safety and Tolerability of a Multidose Regimen of [name confidential] Topically Applied to Superficial or Nodular Basal Cell Carcinoma

· A Randomized, Double-Blind, Placebo-Controlled, Parallel Group Study of the Safety and Efficacy of 1% and 2% [name confidential] Cream (NPI 32101) Applied Twice Daily in Pediatric and Adolescent Subjects with Mild to Moderate Atopic Dermatitis

· Placebo-Controlled, Multicenter Study with [name confidential] to Determine Safety and Efficacy in Pediatric Subjects with Plaque Psoriasis

· A Multi-Site Open Clinical Study to Collect Biological Specimens and Phenotypic Data from a Large Cohort of Subjects for Inclusion in a Repository and Use in Genomic (from DNA and RNA), Serologic and Metabolic (from Serum) and Proteomic (from Protein) Research Studies

· A Phase III, Multicenter, Randomized, Evaluator-Blind, Vehicle-Controlled, 3-Arm Clinical Trial to Evaluate the Bioequivalence of [name confidential] (1/5.0) Gel to [name confidential®] Gel, and the Superiority to [name confidential] Gel Vehicle, in the Treatment of Acne Vulgaris

· Randomised, Double Blind, Multicentre, Placebo Controlled Phase III Study of the Safety and Tolerability Following Administration of Live Attenuated [name confidential] Vaccine

· A Phase I/IIA Study to Evaluate the Safety and Efficacy of Various Dosage Strengths and Dose Regimens of a Topical Preparation Containing [name confidential] for the Treatment of Mild to Moderate Plaque Psoriasis

· An Open Label Treatment Continuation Study of 2% [name confidential] Applied Twice Daily in Children with Atopic Dermatitis who Previously Completed a Double Blind, Placebo Controlled Study

· A Phase II Multi-Center, Open Label, 3-Arm Clinical Trial to Evaluate [name confidential] in the Treatment of Moderate to Severe Acne Vulgaris

· A Randomized, Double-blind, Parallel-group, Vehicle-controlled, Multicenter Study to Determine the Therapeutic Bioequivalence of a New Formulation of [name confidential] 5% Cream to [name confidential™] Cream 5% in the Treatment of Actinic Keratosis

· A Phase 2, Randomized, Double-Blind, Parallel-Group, 2- Stage, Placebo and Active Comparator – Controlled, Pilot Efficacy and Safety Trial of  [name confidential] Solution Applied Topically to Scalp of Male Subjects with Androgenetic Alopecia

· A Phase 1b, Open Label Study to Investigate the Safety, Tolerability,

Pharmacokinetics and Pharmacodynamics of Multiple Doses of [name confidential] (antiCD4) when Administered by Intravenous Infusion to Patients with Cutaneous Lupus Erythematosus (CLE)

· A Multicenter Open Label Controlled Phase 2 Study to Evaluate Safety and

Immunogenicity of [name confidential®]   ([name confidential™]) Smallpox Vaccine in 18-40 years old subjects with Diagnosed Atopic Dermatitis

· Observational Post Marketing Safety Surveillance Registry of [name confidential®] for the Treatment of Psoriasis

· A Comparison Between [name confidential®] Spray and [name confidential®] Foam with Regard to Efficacy, Safety, Preference and Duration of Response in Stable Plaque Psoriasis.

· Immunogenicity Study of a Three Dose Subcutaneous [name confidential®] Regimen for Post-Exposure Prophylaxis in Healthy Adults

· A Phase 3, Multi-Center, Randomized, Double-Blind, Vehicle-Controlled, 4 Arm, Parallel Group Comparison Study Comparing the Efficacy and Safety of [name confidential] Gel, [name confidential] Vehicle, [name confidential] Gel 1%, and [name confidential] 2.5% Gel in the Treatment of Moderate to Severe Acne Vulgaris

· A Phase 2, Multi-Center, Double-Blind Safety and Efficacy Evaluation of [name confidential] Gel 15% and Vehicle Gel for the Treatment of Common Warts in a Pediatric and Adolescent Study Population

· A Multicenter, Randomized, Double-Blind, Controlled Study of [name confidential] for the Treatment of Post-herpetic Neuralgia

· 21 Day Irritation and Adhesive Study of [name confidential]

· A Phase 3, Randomized, Multicenter, Double-Blind, [name confidential]- Controlled, Study Assessing the Efficacy and Safety of Oral [name confidential] in Subjects with Gout.

· An Evaluation of Dermal Irritation of a Series of Formulation Containing [name confidential] in Subjects with Mild to Moderate Rosacea

· A Double-Blind, Vehicle-Controlled, Rising-Dose, Safety, Tolerability, Pharmacokinetic and Preliminary Efficacy Study of [name confidential] Phosphate Cream when Applied to Patients with Plaque Psoriasis

· A Phase 3 Multi-National, Multi-Center, Double-Blind, Randomized, Parallel Group Study to Compare the Safety and Efficacy of 200 mg [name confidential] Taken q12h with 125 mg [name confidential] Taken q6h for Ten days in Subjects with Clostridium Difficile – Associated Diarrhea

· A Phase 2 Study of the Dose-Effect and Pharmacodynamic Profile of [name confidential] Cream in Rosacea Related Erythema.

· A Randomized, Observer-Blind, Placebo-Controlled Study to Assess the Safety and Immunogenicity of Intramuscular Inactivated Influenza A/H5N1 Vaccine Administered with and without a Dose Sparing Adjuvant Patch in Healthy Adults

· A Comparison between [name confidential®] Spray and [name confidential®] Ointment with Regards to Efficacy, Safety, Subject Satisfaction and Duration of Response in Moderate to Severe Stable Plague Psoriasis

· A Phase 1, Randomized, Double-Blind, Placebo-Controlled Assessment of the Safety, Tolerability, and Activity of [name confidential] Ointment for the Treatment of External Genital and Perianal Warts Caused by Human Papilloma Virus Infection

· A Multicenter, Dose-Escalation and Dose-Response Study of Photodynamic Therapy with [name confidential] Cream in Patients with Moderate to Severe Acne Vulgaris on the Face

· A Pilot, Randomized, Double-Blind, Placebo-Controlled, Parallel-Group, Phase 2 Study of the Safety, Tolerability and Efficacy of 40 mg QD and 80 mg QD [name confidential] in Adults with Attention Deficit/Hyperactivity Disorder (ADHD)

· A Double Blind, Placebo controlled, Randomized, Two Period 4-arm Trial to Investigate the Dose-Related Efficacy and Safety of  [name confidential] in Adults with Attention-Deficit/Hyperactivity Disorder (ADHD).

· A Phase III, Multicenter, Randomized, Double-Blind, Placebo-Controlled, Parallel Group, Efficacy and Safety Trial of [name confidential] in Patients with Mild to Moderate Alzheimer’s Disease who are Apolipoprotein E ε4 Non-Carriers/Carriers.

· A Multi-Center, Double-blind, Placebo-Controlled, Randomized, Parallel-Group Study to investigate the Safety and Efficacy of [name confidential] in Adults with Attention Deficit/Hyperactivity Disorder.

· A 14-Week, Randomized, Double-Blind, Placebo-Controlled, Multicenter Study of [name confidential], Administered Twice Daily in Patients with Fibromyalgia

· Open Label Study of the Effect of Daily Treatment with [name confidential] in Subjects with Dementia of the Alzheimer's Type.

· A Phase IIA, Randomized, Double Blind Placebo Controlled, Three-Treatment, Two-Period Crossover Study of the Efficacy and Safety of Two Dose of [name confidential] in Adults with Attention Deficit Hyperactivity Disorder.
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