

Clinical scientist - clinical data manager with greater than 20 + years of laboratory, preclinical and clinical experience. Working in various settings such as academics, biotechnology companies, clinical research organizations and pharmaceuticals companies.  Clinical trials medical monitoring and safety for enrolled subjects, MRI and CT scans monitoring and clinical sites queries reconciliation in both US and worldwide.  Proficient in protocol development, external clinical data capturing platforms and vendor oversight.  Medical Technologist by training and Certified Molecular Biologist from the American Society of Clinical Pathology MB (ASCP) MT. 
Therapuetic Areas

Oncology, Rheumatology, Biomarker Discovery, Immunology, Internal Medicine, Infectious Disease, Respiratory, Neuroscience
Clinical Development Scientist – Clinical Project Manager 
· Support the Clinical Study Director (CSD) in the medical/scientific contribution for the clinical studies in key study planning, development and execution elements related to the medical monitoring and subjects safety of the clinical trials (e.g., data management deliverables, protocol level plans/timelines, system updates, Investigators meeting)

· Ensures data collection and processing that meets standards of data quality, validity, and security, Informed Consent Form (ICF), Future Biomedical Research Form (FBM) Clinical Research Form (CRF) designs, data collection, and processing for final database
· Proficient in eEDC (J-Review, INFORM, ePRO, IVRS-ALmac, PPD central laboratory, ICON AG-Mednet and MIRA, Spectrum, Veeva Vault)

· Managing functional aspects of studies including Clinical Research Organization (CRO) and Diagnostic Laboratories ICON selection/oversight, investigational product, lab sample collections, storage and transportation. 
· Daily activities involve medical reviews of study data under the CSD guidance, support the CSD for medical review and queries reconciliations, database searching, aggregate safety analysis and case level review, conducting meetings, and project management/coordination of strategic safety documents.
· Review AE and SAE reports, concomitant medication, medical history, tables and listings of safety and efficacy data, and other output from HCC studies
· In conjunction with the Global Clinical Lead, create and review presentations for internal and external meetings for TA Committee and Safety Committee

· Ensures quality of the data generated from clinical sites and assists in resolving subject eligibility and protocol deviation issues in timely fashion 

· Routinely participates in department and clinical trial team meetings and participate in collaborative efforts (e.g. protocol development, CRO selection, departmental initiatives)
· Facilitates and collaborates with key internal/external stakeholders (trial team, subsidiary country teams, vendors, committees, etc) in support of clinical trial objectives.
Project Management-Scientific Operations
· Develop and maintain integrated project timeline with key milestones, monitor critical path tasks, deliverables and resources requirements to achieve business goals.

· Creating and maintaining project records and projects history files.  Ensuring appropriate project documentation is established to meet FDA/ICH requirements

· Leveraging well developed interpersonal skills to build & maintain positive working relationships with functional groups throughout the organization

· Ensure key project milestones are met on time across project teams and sub teams
· Communicate and evaluate CRO vendors for projects executions
· Authoring protocols, CRF and patient consent form for all the assigned clinical trails

· Deliver the necessary documentations, project specifications, protocol for samples collections, inclusion and exclusion criteria for IRB approval

· Conduct and provide risk assessment and other analysis of critical projects to senior managements for collaboration and outcome, resource forecasting and allocation
· Write validation protocols and final reports, SOP, statistic analysis, and technical reports pertaining to FDA regulations and The Council for International Organizations of Medical Sciences (CIOMS)

· Direct contact with the clients throughout the execution of the projects within USA and Europe
· Initiate contracts with multiple research facilities and academia for gene mutations and molecular finger printing to add to the company platform

· Write and submit new equipment requests that are reviewed by Capital Equipment Budget Committee for our Ukrainian company.
Oncology Biomarker Scientist- Operations
· Serve as member of Drug Discovery Platform, which identifies new technologies that would benefit the organization research group.

· Serve as member of Assay Qualification Assessment Group (AQAG) to review the newly developed biomarker assays

· In vitro pharmacology assay development, validation, and qualification that support the preclinical activities and clinical trials for Amgen drugs release utilizing multiple platforms including, ELISA, MSD, Luminex, and 
· Colorimetric, fluorescence or luminescent plate readers in addition to utilizing Tecan automated liquid handler.
Professional Experience
Execupharm, Inc. – king of prussia, Pennsylvania 
2016 – November 2016

Clinical Development Scientist- On Assignment to Merck-Remotely
· Conduct the Medical Monitoring for Hepatocellular Carcinoma (HCC) for double blind and open label studies

· Monitor the clinical trials screening and randomization for eligibility criteria to ensure patient safety, maintain appropriate adherence to the protocol, and evaluate protocol exception requests.  For Investigator Meetings and startup of individual studies.
· Assist in Electronic Data Capture (EDC) databases (ICON Image Reconciliation Reports) to collect and process CRF data; may include coordination with EDC vendors and programmers to deliver a validate system

· Image reconciliation monitoring for enrolled subjects during the screening and randomization status

· Collaborate with sites CRAs and RCPMs for queries reconciliations in timely manner for data locks 
· Using RECIST 1.1 and irRECIST 1.1 for tumor burden evaluations and Progressive Disease (PD)
· Mastering the following data monitoring platforms (ePRO), InFORM, ALmac (IVRS), Medial Monitor tracker, JREVIEW, PPD click, SPECTRUM, AG Mednet, ICON-MIRA
· Participate in the Clinical Subteam meetings, and assist the Global Clinical Lead in carrying out their role as leader of the Clinical Subteam, including delegation by the Global Clinical Lead to lead the meeting when appropriate.  Update CTT and CSSM team weekly for projects’ milestones 
· Evaluate aggregate safety data and medical monitoring daily, protocol deviations and escalate the concerns to the lead clinical trial managers, CRA and RCPM
· Work closely with Investigators and other site personnel, in partnership with other Development functions, such as Clinical Operations and Pharmacovigilance, in order to facilitate the efficient startup, conduct and close-out of clinical trials, and to answer questions from investigators and other site personnel regarding clinical and study conduct questions

· develop protocol-specific materials and lead internal or external training, as appropriate 

· Participate in authoring the following documentations and clinical trial monitoring programs
· eCRF forms

· EDC

· DSUR

· AE

·  SAE and SAE listings, 
· Issue Sites Query and Query Reconciliations 

· IM Brochures

· DMC Briefing 

BioPartner, Inc. – Woodland Hills, California 
2015 – April 2016

Project Manager- Scientific Operations 
· Develop operational strategies and define project specifications, type of tissues required, biomarkers platform, any specific mutations pertain to the client request
· Manage the US and European collection sites to ensure the quality of collections pertain to the written protocols and SOP
· Independently prepare and present study material at client and sponsor meetings and communicate outcomes to project team and senior management at review meetings

· Periodic meeting with Top Oncologists and Rheumatologists in the industry for consultations 

· Oversee project support team to ensure on-time deliverables and timelines were being met.  

· Budget management

· Write SOPs for tissue procurements per the American and European ethical regulations, FFPE embedding, H&E staining, Broncho Alveolar Lavage collections from Asthma patient approved by the European pulmonary institute, collection of Plasma, Serum, Bone Marrow, Whole blood, Breast, Prostate, NSCLC and more.
· Initiate contracts with multiple pharmaceutical companies and academic centers to screen lung, breast cancer, prostate cancer for specific mutations and FFPE/Plasma pairs for molecular finger printing

· Communicate with multiple vendors such as “Laboratory Management Systems” to improve our Biobank LIMS system.

· Regulatory and Safety evaluations of Biobank Storage facility and provide recommendations on improvement.
· Collaborate with data management and Charter Teams to ensure the our Ukrainian company tissue bank reflect the real time inventories

· Increase BioPartners exposure to the end users by enrolling in Global Biobank Directory (Tissue Banks and Biorepositories), The American Society of Clinical Pathology.
· Application for the American National Institute Cancer grant for 2015

Amgen Corporation. – thousand oaks, California 
12/2008 – 06/2015


Scientist–Research and Development –Oncology/Inflammation 
·  Target validation and antibody screening for oncology biomarker (MCL-1, BCL-2 and BCL-XL) program included control cell lines propagation, Mycoplasma screening, cell lines authentication to support, protein extraction and quantitation by western blood.  Evaluate the antibody specificity and cross reactivity by MSD 
Multiplex assay to support the program IND submission-(First in class small molecule multiple generations have been tested) 
· Investigate RANK/RANKL expression from Fine needle aspirate in correlation to parental lung bulk tumor as a surrogate technique in the clinical sites
· Utilize siRNA transfection to rule out cross contamination in Hereglulin-3 and Heregulin-4 plasmid constructs.
· Evaluate HER signaling pathway and the level of protein expression in the selected control cell lines and the transfected CHO-cell (Vector, EGFR, Erb-2, HER-3 and HER-4) by FACS LSR-II fixed and life cell lines multilane staining.
· Assist preclinical group in measuring anti Glucagon and IL-17 activities by cell based assay prior to predating pre-dosing toxicology studies

· Perform assays quantification and validation for Amgen Biomarker programs focused on Oncology, inflammation and neuroscience drugs for candidates in GLP, GCP and GMP environments.
· Cell lines propagation and maintaining the control cell lines for oncology and inflammation master cell bank.
· Evaluate drug candidate’s specificity and selectivity by various technologies including total protein analysis by Western Blot, IEF, HPLC and FACS (BD Bioscience-LSR-II).
· DNA/RNA extraction and quantitation from fresh tissue and FFPE to support microarray investigations for molecular signature that predict response to drug candidates.
Quest Diagnostic (Pathway Diagnostics) – Malibu, California 
11/2007 – 12/2008


 Scientist I– Virology 
· Perform Micro neutralization Assay for anti RSV antibody quantitation as part of Merck Respiratory clinical trail
· Perform Respiratory viruses screening and identification for clinical trial samples
· Propagate and maintain Hep-2 cell line and Multiple viruses stocks for the clients clinical trials

ACT-1 Amgen Inc. – Thousand Oaks, California 
04/2007 – 11/2007


Senior Research Manager – Global Cellular and Analytical Resources 

Potency quantification of Amgen compounds
· Perform quantification of Amgen anti –IL17 and anti-glucagon receptors, anti EGF receptor by Gene Expression Bioassay utilizing cell based platforms
Eli-Lilly (formerly ICOS Corp.), Bothell, Washington 
1999 – 2007


Senior Research Associate – Preclinical Department 

Process Development 
· Utilize Ion exchange chromatography and size exclusion chromatography as part of protein cross characterization plan.
· Write validation protocols and final reports, test methods, standard operating procedures for Sponsor.
· Independently conduct and document investigations related to validation activities and troubleshooting

Clinical Pathology
· Perform routine hematology assessment on humans and animals, including automated analysis, and manual differentials for efficacy and toxicity studies.
· Execute manual cytology examination of Broncho Alveolar Lavage Fluid (BALF). Cerebral Spinal Fluid by Fine Needle Aspirate, Lumber Punch ( Spinal –Cervical Tab)
· Evaluate clinical pathology endpoints (clinical chemistry, hematology, and cytology) for investigational efficacy, tolerability, and toxicity studies performed in-house.
Research Associate – Research Department (1999-2001)
Protein Biochemistry
· Develop purification methods for recombinant proteins expressed in mammalian cells, E. coli, and Baculovirus / insect cell culture.

· Conduct novel proteins characterization expressed in various cell types by Iso-Electric Focusing, SDS-PAGE gel electrophoresis, Western Blot, UV absorbance, and protein quantitation (BCA, Bradford, and Lowery methods).
· Use basic chromatographic techniques for large scale purification (metal chelate affinity chromatography, biotin-streptavidin affinity chromatography, gel filtration, ion exchange, hydrophobic interaction, protein affinity chromatography, and size exclusion chromatography).

The Genetic Institute, Pasadena, CA
1992


Laboratory Technician
· Perform amniocentesis chromosomes analysis for paternity testing and genetic birth defects.
Technical experience
Oncology Biomarker

· Assay development, validation, lot bridging and second analyst qualification for circulating angiogenic factors (Ang1, Ang2, & sTie2) in 2000 patients’ clinical study. These biomarkers are prognostic or predictive for TrebananibTM (Humanized monoclonal antibody- multiple generations)

· Measure the neutralized antibodies to the Amgen compound in pooled monkey serum to support preclinical studies for ant glucagon receptor project 

· Quantify the biological activity of anti EGFR antibody as a proof of concept for anti EGFR surface receptor gene expression 

· Perform quantification of Amgen anti –IL17 by cell based assay for preclinical studies

· Evaluate pre-clinical compound for oral dosing and permeability assay to predict human intestinal permeability and to investigate drug efflux by Cyto Toxicity Screening Assay

· DNA and RNA extractions from control cell lines and FFPE blocks to investigate multiple biomarkers for Amgen programs

· Assist in developing Treg subsets and MDSC biomarkers on FACSCanto II for inflammatory responses and human phenotyping

· Utilize ELISA and MSD assays for biomarker screening and quantitation 

· Conduct Cyto Toxicity screening using vascular permeability and MTT cell proliferation assays.

· siRNA transfection to rule out HER3 and HER4 cross contamination plasmid construct in CHO cell lines as part of Amgen oncology program

Analytical Chemistry
· Conduct protein extractions and purification using varieties of chromatographic techniques. 
· Perform Protein quantitation using Molecular Dynamics Storm 860, BCA, Bradford, and Lowery methods.

· Complete Radiometric Enzymes activity assays using Beckman Coulter Biomek 3000 and 1450 MicroBeta liquid scintillation counter.

· Execute Novel protein characterization using Iso-Electric Focusing, SDS-PAGE gel electrophoresis, Western Blot, and UV absorbance.

· Monitor protein purification steps using Coomassie and Silver staining SDS-PAGE.

· Analyze kidney, liver, and electrolyte functions via Dade Behring Dimension.
Education and Certificates 
Medical Technology Program -Molecular Biologist MB (ASCP) TM certificate #1879
University of Southern California, Los Angeles, California
Biotechnology Laboratory Specialist Certificate 
Shoreline Community College, Seattle, Washington

Bachelor of Science in Biochemistry/minor Biophysics

Ain Shams University, Cairo, Egypt 

Training

FDA ethical regulations pertain to Clinical and Research trials
Merck Medical Monitoring

Merck JRview
Merck Spectrum

Merck InForm

Merck ePRO

Merck eCRF

Merck IVRS (ALMAC)
ICON RECIST AND irRECIST Imaging Criteria (MRI, CT scan)

ICON-MIRA

ICON-AG-MEDNERT

ICON-SQUARE

AMGEN GLP, GCP and GMP Training
AMGEN Clinical Trail Management sponsor related training
Laboratory Leadership and Management training
Technical Writing Course (IWCC Training in Communications)
Clinical Samples Chain of Custody through Nautilus and LIMS
Computer Skills

· RELPOT Plus, Smart Sheet ( Gantt Chart), SoftMax, GraphPad Prism and SnagIT-8 data capture software Statistical Packages
· ELN (Electronic Lab Notebook)
· Microsoft Office(Excel, Word, PowerPoint, Outlook)
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