Cinderella Lessman
Regulatory Affairs/Clinical Specialist

4300 Whippeny Dr.

Fort Collins, Colorado 80526

· ¨ (970) 412 2787 * *  europeancut@hotmail.com
VERSATILE AND PROFICIENT PROFESSIONAL

. Proven track record of success in support, training, facilitation and relationship building with customers. Strengths include developing and delivering sales support and clinical training programs and presentations, creating strategies for marketing new medical technologies, and clinically supporting new medical technologies for market acceptance.

Extensive experience in research compliance and FDA/OHRP regulations
regarding human subject research.
Strong interpersonal and human relation skills.

· Conducted and coordinated internal audit and audit result reporting.

 Conducted procurement of miscellaneous contracts.
 Provided expert technical, senior level contract support.
 Prepared delivered, task orders and modifications.
· Conducted and coordinated external audit: Qualification for suppliers, GMP service provider, contract lab, etc.

· Prepared audit result report

· Followed up on audit response commitment.

· Maintained contract/task order files by including required documentation.
 * Conducted source selection (FAR Part15) procurements of very large dollar contracts.
· Responsible for the maintenance and update of qualification for suppliers, GMP service providers, contract labs, etc.

· Assisted during regulatory, corporate and customer inspections.

· Provided assistance with the Complaint handling system

· Provided assistance in conducting GMP training (globally).

· Excellent communication and writing skills.

· Multi-tasked, ability to work independently or with minimum supervision, efficient and effective

· Computer literate in MS Office suite (Word, Excel, Power Points, etc.)

· Working knowledge of the 21 CFR Parts 210 and 211, GDP and GMP.


Ability to effectively lead and manage a work group, staff members, and
committees.
Exceptional interpersonal and communication skills used to build rapport and strong business relationships with colleagues, superiors, and medical personnel. 
 Planned program feasibility, developing strategies for country selections, CRO/vendors use and evaluations and planning for contingencies for a global trial program. 
Established effective working relationships with study investigators and coordinators to ensure that timelines and accrual targets are met and site processes comply with SOPs, Regulatory regulations and ICH/GCP guidelines. 
Coordinated all relevant Clinical Development activities/documents related to Regulatory Submissions (e.g., IB, IND, Annual Reports, BLA, NDA or other regulatory filings). 
Builder of strong relationships with individuals and groups across Company to identify opportunities for sharing of best practices and to align activities and process where appropriate.

Managed all activities for Clinical/Bioequivalence (BE) projects for Ophthalmic Drug Products. The Director will develop regulatory strategy for conducting clinical/bioequivalence studies, especially for ophthalmic drugs and coordinate the clinical studies with the identified CRO. Assembled the required eCTD submissions, especially Module 4 and 5 of the ANDA/NDA and IND submissions. 
· Managed all Clinical, Bioavailability and Bioequivalence studies for Client Products
· Reviewed and/or design study protocols required for the clinical/BE studies of ophthalmic products and other dosage forms.
· Worked closely with the Contract Research Organizations for the development, planning, execution and monitoring of the bioequivalence studies.
· Monitored the bioequivalence studies to ensure that the studies were conducted according to GCPs and ICH guidelines: 1) reviewed records to ensure BE studies are conducted in compliance with approved protocols; 2) reviewed informed consent materials, assure that the regulatory documents were reviewed and tracked throughout the study and 3) ensured site compliance with protocol, documentation and preventive/correction plan.
· Coordinated preparation of clinical labeling and shipment of product to CRO.
· Reviewed the BE study reports and assembled the clinical sections of eCTD submissions of ANDA/NDA

· Knowledge in cardiac imaging and image processing.
•
Experience with motion compensation from medical images.

•
Experience with image segmentation from rotational angiography or ultrasound

•
Experience with intra-vascular and intra-cardiac ultrasound.

Provided input into creation of program budget and managed Clinical Development elements with an emphasis on identification, resolution and/or escalation of discrepancies.
Interaction with external partners, including expert panels, physicians and investigators, CROs, contract laboratories, advisory committees, clinical trial consultants, and cross-functional counterparts from development partner.
NDA/BLA and MAA experience, within an orphan/rare disease therapeutic area.
Thorough knowledge of GCP, ICH guidelines and awareness of global regulatory requirements/differences for clinical development.
Detailed and process oriented, with excellent project management skills, including risk assessment and contingency planning. 
Leadership, communication, and organizational skills, along with problem solving, conflict resolution, and team building skills. 
Excellence in cross-functional matrix and/or cross-cultural partnership setting preferred.
Effective communication skills with all sponsor companies, IRBs, faculty, and all clinic and research staff. Ability to work well with all departments and to represent the institution and physician investigator’s in clinical research at professional meetings, effectively.   


SPECIALITIES

Responsibilities included overall accountability for the clinical trial, execution of clinical trial objectives, the management of clinical trial timelines, authorship of clinical trial documents, budget management and overall trial oversight, in adherence with GCP-ICH guidelines, corporate SOPs &amp; policies *

Supported cluster head and cluster physician/clinical scientific lead in determining the overall clinical strategy and objectives of trials. * Within the Development organization, supported process improvement and participates in working groups. *

Contributed to the project strategy and to the Clinical Development Plans * Primary responsibility (together with Cluster Physician, Clinical Scientific Lead or Senior Clinical Research Scientist) for: 
Prepared trial protocol, amendments and informed consent form, took an active part in study design internal discussion/meetings.
Coordinated the preparation of other clinical trial documents including: CRF, diary cards, study manuals, IND updates, clinical summaries.
Maintained accurate and up-to-date information in project management systems and trial specific tracking systems. 

Ensured that appropriate documents were available to regional teams for timely submission to Ethics Committees and/or Regulatory Authorities according to local requirements *

Supported cluster MD/Clinical scientific lead in preparation of investigators’ brochure * Contributed to the preparation of Clinical Trial Reports/Clinical Study Reports *

Contributed to clinical parts of regulatory dossiers and assisted in the preparation of regulatory filings.

•Provided on-site training of physicians and nurses to perform Urodynamic testing and perform urogynecological surgery utilizing new radio frequency technology product 
- Developed, instituted and executed a comprehensive training program for all Sales and Clinical Associates with Product Managers
- In collaboration with physician users, identified adverse outcomes resulting in removal of device from product line 

Compiled and Reviewed outgoing FDA submissions, ANDA/NDAs, amendments, supplements, annual reports, adverse event reports for completeness, correctness and compliance to FDA guidelines and regulations

· Coordinate the calibration and preventive maintenance of traceable equipment. 
• Assist Manufacturing and Test Engineering in proof-of-concept activities. 
• Perform preventive maintenance on manufacturing and test equipment as required. 
• Perform troubleshooting and repair activities on manufacturing and test equipment. 
• Assisted in the coordination of test equipment calibration activities. 
• Performed First article inspections and maintains accurate records. 
• Oversaw supplier performance by tracking incoming acceptance rates. 
· Worked closely with RA staff and R&D for obtaining the required documentation for FDA filings and ensured that submissions are filed within the established timelines.

· Assisted the company management team on Regulatory strategy. Interpreted the new regulations and guidelines and advised R&D and Operations professional staff on product specific issues.

· Managed the RA staff and also was responsible for training of new RA employees.  

· Reviewed and advised on the document control changes.

Visited sites to assess the qualification of potential investigative sites, initiated studies, instructed site personnel on the proper conduct of studies, to review data and ensure accuracy of data collected and to terminate studies 
Implemented and monitors clinical trials to ensure sponsor and investigator obligations are being met and are compliant with applicable local regulatory requirements and ICH guidelines

Provided regular clinical status information to team members and project management
Performed billable work in accordance with company policies, procedures, and Standard Operating Procedures
Worked closely with other team members to ensure timely resolution of project and/or clinical issues and obtained direction from more senior clinical operations staff.
Communicated common site trends to CRA and other project team members
Performed investigative site file reconciliation; requested any new or updated site-related essential and non-essential documented and reviewed them for content, consistency with other documents, and compliance with appropriate local regulatory requirements, ICH guidelines, and project Standard Operating Procedures (SOPs), and sponsor requirements

Performed source document verification, retrieves Case Report Forms (CRFs) and performs query resolution in a timely manner and overseen drug accountability and safety at investigative sites
Ensured Serious Adverse Event (SAE) reporting according to project specifications
Responded to requests from investigative sites in a timely fashion

Mentored junior level CRAs and serves as a resource for new employees
Served as a resource for and interact with other functional areas to resolve site issues and facilitate project timelines
Assigned direct reports: Schedules and reviews project tasks, provides leadership in the delivery of services to clients, ensured that staff fulfill their responsibilities in accordance with Company policies, procedures, and SOPs, and ensures HR processes are properly implemented
 
PROFESSIONAL WORK EXPERIENCE:


03/2001- 06/2013
NCMConsulting
Scientist/Regulatory/Quality Affairs
Performed acquisition support services using sound business judgment and applied fundamental concepts, processes, practices, and procedures related to the acquisition life cycle. Demonstrated a willingness to learn and quickly became adept at performing work requiring practical experience and/or formal training.
Delivered scientific and pharmacoeconomic data for company products to health care system decision makers responsible for managing medical care; identifying and communicating scientific, clinical, health outcomes and pharmacoeconomic research information and objectives of health care decision makers to appropriate company colleagues. 
Developed ability to provide strategic input into the development and implementation of Disease Management education programs and tools for use with customers; and coordinated scientific presentations and communications within geographical area of responsibility between health care system decision makers and company colleagues. Developed the ability to strategically establish, gain support for, and lead national level projects/initiatives by providing leadership through alignment across company functions; and provided assistance to leadership in the development and implementation of the FMA department strategy in alignment with Medical, Managed Markets and Brand strategies, and by providing input/participating in Medical Affairs and FMA strategic planning processes.
· Knowledge of basic procurement procedures and techniques to carry out procurement assignments involving use of the Federal Acquisition Regulation (FAR).
* Basic knowledge of negotiated procurement procedures, simplified acquisition procedures, commercial item procedures and the laws, regulations, and precedents governing procurements by these method, to perform developmental assignments or segments of large procurement actions.
* Skill in solving practical problems relating to contract administration.
* Business writing skills to draft and develop required acquisition documentation such as but not limited to Determinations & Findings (D&F), Justifications & Approvals (J&A), Memoranda for Record (MFR).

Performed technical procurement support services by applying concepts, processes, practices, and procedures related to the procurement process at a technician level. 
* Knowledgeable of basic information and terminology that must be present in procurement documents, such as signatures, accounting codes, item descriptions, quantities, and prices, to identify missing information; 
* Knowledgeable of simple arithmetic to verify calculations by adding and multiplying figures in procurement documents; 
* Knowledgeable of basic procurement forms used throughout the contract administration cycle in order to properly maintain procurement files, or perform similar duties;
* Knowledgeable of acquisition personnel and roles;
* Knowledgeable of a body of standardized procurement regulations, procedures, and operations related to one or more procurement phases or functions;
* Knowledgeable of the various steps and procedures required to provide a full range of procurement support related to recurring or standardized buys for commonly used supplies or services
* Knowledgeable of various procurement processing procedures to support purchase transactions that involve the use of different 9 forms and the application of different procedures.
* Ability to read/enter data in automated systems associated with procurement function such as CCR, FPDS-NG, EPLS;
* Knowledgeable of interrelated steps and procedures required to assemble, review, and maintain procurement files related to complex contracts.
* Basic problem solving skills

Followed effective administration and created department policies and procedures. 
Maintained reconstruction of the current training system, training manuals, and training materials. 
Provided support for the completion of an in-depth training and procedural manual. 
Performed site and department audits to maintain policy compliance. 
Initial assessment (triage) and case level review of all serious adverse event (SAEs) and spontaneous reports received in compliance with SOPs and regulatory requirements.

Independently evaluated and recommended selection of investigators/study sites, and participation in identification of potential new sites. 
· Independently trained Clinical, investigators, coordinators and other trial staff in methods to ensure conformity to project, protocol and company standards.

· Ensured the collection and updating of all essential documented defined by FDA regulations, company SOPs and industry standards

· Performed comprehensive site management which included all types of monitors’ visits, ensuring adherence to protocol, and accurate data collection on CRFs via comprehensive source document verification, and drug/biologic samples/supplies accountability.

· Managed the field staff on continuous improvement of efficiency and overall study performance, site initiation time, quality of data and resource utilization.

Responsible for the review, collection and submission of essential study documents following site initiation package approval. Responsible for writing the Monitoring Plan and ensuring input into the plan by the relevant functional lines. As part of the monitoring function, I conducted Investigator/site evaluation visits, clinical site Initiated visits, clinical site monitoring visits and clinical site close-out visits. I ensured that the clinical study sites are conducting clinical trials in compliance with the respective protocol, applicable ICH/GCP guidelines, laws and regulations, and procedures. Identified site issues and initiates corrective actions with the support of the Site Monitoring and Study Management leadership, and generated responses to site related internal audit findings for management review. Responsible for the management of site level tracking and reporting of adverse events (AEs and SAEs) and significant GCP non-compliance, source data verification of case reports and the facilitation of the resolution of clinical queries. In addition, I ensured the management had adequate site study supplies, requested replenishment from designated personnel, and performed investigational product accountability and reconciliation.

Conducted interim site monitoring visits, including document review, source document verification, and accurate data capture in electronic CRFs;
Conducted site monitoring in accordance with CFR requirements, ICH/GCP guidelines, departmental SOPs and the Clinical Monitoring Plan;
Assisted sites with site-level IRB submissions, queries, and documentation
Fielded site inquiries related to the clinical protocol, electronic data capture, follow-up requirements, regulatory requirements.
Established and maintained effective and regular communication with clinical sites to ensure compliance, identify/resolve any barriers to study execution and strengthen overall relationship with the Company.



02/1998 to 03/2001 
Regulatory Affairs Associate
Bayer Healthcare
NCMConsulting
Starnberg, Germany

Supported NDA, ANDA, IND, CBE30, IDE, PMA-S and 510K documents and filings. 

Lead preparation, reviews, and regulatory submissions. 
Identified regulatory requirements for changes to existing products. 

· Worked with engineers and technical experts to resolve potential regulatory issues and questions from regulatory agencies. 

· Prepared FDA submissions, Technical Files, Canadian Applications and International Dossiers for new products and product changes. 

· Prepared documentation for Clinical Studies and coordinated and maintain study communications.

· Reviewed significant product and clinical study submissions with management and negotiated submission issues with agency personnel.

· Provided support to currently-marketed products as necessary by reviewing labeling, promotional materials, and product and documentation changes per policy and procedure.

· Interacted directly with the FDA and indirectly with international regulatory agencies on most products/projects at reviewer level; all significant issues was reviewed with management.

· Supported regulatory compliance activities, including manufacturing site registration, GMP, Notified Body audit, post market vigilance reporting, product recalls, etc.

· Maintained proficiency in worldwide regulatory requirements; established and maintained positive relationships with agency personnel.

· Provided business and product information to international regulatory staffs to enable development of strategies and requirements, and communicate that information to management.

· Provided feedback and on-going support to product development teams for regulatory issues and questions.

Conducted monitoring, audits, training, and proctoring of investigational centers while ensuring compliance with FDA, GCP, and ICH guidelines. Conducted trial activities in a fast paced environment for sites to ensure accurate/rapid data collection with history of minimal deviations for PMA submission.
Authored and submitting PMA supplements (30-day Notice, Real-Time Reviews, 180-Day Supplements, and Annual Reports). Reviewed/approval of engineering study protocols/reports and validation study protocols/reports. Reviewed and approval of manufacturing changes for Class III implantable medical devices. Recent experience with Class III implantable medical devices; Proven successful track record of authoring/submission/approval of Class III implantable PMA supplements; knowledge of FDA PMA guidance documents and CFR regulations. 

Reviewed new product opportunities and provided regulatory guidance and opinion.
Maintain departmental regulatory files to include but not limited to: Initial Reviews, Continuing Reviews, Modifications, Study Closures submitted and received by the office and miscellaneous items 

· Maintaining regulatory files in compliance with federal, state and institutional regulations

· Overseen and tracked compliance with educational requirements

· Prepared and submitted Study Modifications including but not limited to: protocol amendments, consent form changes, IB updates submissions to the Institutional Review Board

· Prepared for, and interacted with, FDA and OHRP auditors as needed

· Processing submissions before and after review in an efficient and timely manner

· Reviewed meeting minutes and making appropriate changes to regulatory documents for resubmission and approval

Key contributor to regulatory filings including Investigational New Drug Applications (INDs), Clinical Trial Applications (CTAs), protocols, and Clinical Study Reports (CSRs).
Performed quality control (QC) review of clinical, pre-clinical, and pharmacovigilance documents prepared as global regulatory submissions. Wrote reviews and edited IND annual reports. 
Adjusted Quality/Regulatory systems to insure conformance with established standards of performance. Actively participated in projects as the quality control subject matter expert in the modification and improvement of standards from both a quality and regulatory perspective. 
Ensured compliance with FDA and GCP guidelines that resulted with an in-house FDA audit with no observations by developing complete set of SOPs and full range of monitoring forms (from site qualification to site closeout). Streamlined site monitoring by collaborating with director of data management to test and implement monitoring tools.
-Approved all regulatory submissions prior to filing,
managed the department budget, ensured compliance with
global regulatory requirements as it pertained to its
clinical trials, marketed products regulatory commitments;
this included but was not limited to;
INDs, NDAs, MAAs etc., supplements,
amendments, annual reports, advertising and promotional materials.

-Worked closely with the management of the QA department to ensure regulatory compliance.
-Reviewed new product opportunities and provided regulatory guidance and opinion.
Expertise that includes 510(k) submissions, IDE submissions and CE mark submissions with USA and international experience. 
Experience with quality assurance functions in a GMP environment supporting the production of patient connected medical equipment comprising a combination of COTS and custom electronics, harnesses, displays, metal fabrications, optics, precision mechanical assemblies, and molded panels. 
Advanced knowledge of A1C, QSR (21 CFR 820) & ISO 1345 requirements. 
Understand validation principles. Hands on experience with computer based data collection, retrieval, and analysis.


01/1992 to 02/1998
Medical Science Liaison
NCMConsulting
Starnberg, Germany

· Identified established and maintained collaborative relationships with key investigators and institutions strategic to product development. Increased Company’s visibility with current and future industry leaders. Provided a venue for clinical research that is consistent with company objectives.

· Reported and presenting accurate quality information utilizing specific criteria for data abstraction leading to the identification of opportunities to improve patient care, safety and outcomes. I utilized statistical principles as needed to compose accurate, meaningful reports supported by valid data. I presented findings and recommendations to research and medical staff leadership in company operations and medical staff forums.
Demonstrated problem solving, critical thinking and communication skills: maintained expertise in regulatory and performance improvement standards and applied this in practice, teaching, and consultation.
 

· Developed, and maintained collaborative relationships with current and future industry leaders to identify scientific communication opportunities including abstracts and manuscripts. 

· Managed research and educational activities at targeted institutions with industry leaders and other key decision makers. 

· Participated in medical education for healthcare professionals through presentations at investigator meeting, advisory boards, and other appropriate venues to enhance product knowledge. 

· Maintained clinical expertise through aggressive education including attendance at relevant symposium, scientific workshops, preceptor ships, and review of key journals. Within Medical & Scientific Affairs, I functioned as a scientific liaison between Medical Affairs and key external customers to further scientific exchange and to gather insight into therapeutic ideas. I provided product and field scientific support to Medical, Sales and Marketing, as well as Managed Care and Government by using academic credentials and scientific expertise to communicate with health care providers and organizations. 

External relationships included: physicians; nurses; nurse practitioners; pharmacists; academic institutions; associations/societies; managed care organizations and HMOs.

· Scientific and clinical support for marketed products and development projects.

· Supported regional Field Sales’ scientific needs.

· Collaborated with Marketing, and Sales management to develop scientific strategies to optimize products and development activities in the medical community.

· Attended assigned medical and scientific meetings to: a) maintained awareness of current issues and new data pertaining to products; b) developed and maintained relationships with health care providers; ) supported appropriate use of products.

· Established and maintain functional working relationships with Clinical Research Associates within the region to further scientific exchange.

· Developed and presented product and scientific updates as requested using approved material.

· Supported the company Investigator-Initiated Research program as defined by Home Office.

· Assisted with training sales representatives on product knowledge and understanding of technical information within the therapeutic area.

· Responded to unsolicited inquiries about grants and charitable contributions program.

· Follow-up on unsolicited education program requests and provided feedback to the Home Office.

· Delivered approved presentations at regional events, sales training, advisory board meetings and speaker training activities as directed.

· Assisted in preparing training materials for the sales team.

· Delivered approved formulary presentations to managed care and government entities, as directed by the Home Office.

· Identified, responded to inquiries and developed relationships with health care professionals; identified those individuals with novel research concepts, clinical experience and expertise, within identified therapeutic areas of interest to company.

· Maintained a thorough working knowledge of company’s products, current scientific research and publications associated with therapeutic area of interest.

· Participated in special projects both Regional and National (e.g., team meetings, training, etc).

· Prepared and conduct ongoing product and scientific updates for the Region as requested.

· Identified academic centers and investigators to initiate and participate in clinical trials and identify key areas of future research.

· Profiled and recruited qualified investigators to participate in company-sponsored activities (e.g., speaker, investigator, or consultant) as directed by Home Office.

· Consistently completed administrative duties in an accurate manner and on a timely basis, in line with current SOPs and working practices.

· Recorded all activities within the companies system in accordance with procedures.

· Provided monthly reports on scientific support activities in region to Director and Associate that included budget expenditures as directed.

· Ensured effective administrative management of regional business as well as operational budgets.

· 5 years of prior experience as a medical scientific liaison with demonstrated core medical scientific liaison competencies. 5 years experience* in a health related system, pharmaceutical company or managed care environment, at a senior level.

.

EDUCATION AND CERTIFICATION:

Bachelors of Science
Jackson State University

Masters/ pharmacoepidemiology Program
University of California Irvine
Irvine, California, USA
Medical Doctorate Program
University of Munich

Munich, Germany

University of Colorado Health Science Center

Epidemiology/Medical Program

Denver, Colorado

2012 Regulatory Affairs Certification Program
Colorado State University



2007 Association of Clinical Research Professionals
2008 Colorado Bioscience Association
2007 Drug Information Association
2003 Regulatory Affairs Professional Society
2001 Society Pharmacology and Therapeutics
2000 Association of Consultants of the Bioscience Industry
1998 American Federation of Clinical Research

FOREIGN LANGUAGES

German Speak and Read
English Speak and Read


SUMMARY OF THERAPEUTIC EXPERIENCE 
Cardiovascular, CNS, Dermatology, Genetics, Nuclear Pharmaceuticals, Diagnostics, Contrast Agents, Neurology, Oncology, Orthopedics, Rheumatology Arthritis, Metabolic Disorders, Glioblastoma, Melanoma, Thrombosis, Acromegaly Effects of Growth Hormone, Releasing Antagonist on Growth Release in Acromegaly, Phase II-IV, Type I Diabetes, Monocyte Function and Inflammation, Phases II-III, Type II Diabetes, Diabetic Macular Edema, Medical Device Class I, II, III .


Cinderella Lessman
Regulatory Affairs/Clinical Specialist

4300 Whippeny Dr.

Fort Collins, Colorado 80526

· ¨ (970) 412 2787 * *  europeancut@hotmail.com
VERSATILE AND PROFICIENT PROFESSIONAL

. Proven track record of success in support, training, facilitation and relationship building with customers. Strengths include developing and delivering sales support and clinical training programs and presentations, creating strategies for marketing new medical technologies, and clinically supporting new medical technologies for market acceptance.

Extensive experience in research compliance and FDA/OHRP regulations
regarding human subject research.
Strong interpersonal and human relation skills.

· Conducted and coordinated internal audit and audit result reporting.

 Conducted procurement of miscellaneous contracts.
 Provided expert technical, senior level contract support.
 Prepared delivered, task orders and modifications.
· Conducted and coordinated external audit: Qualification for suppliers, GMP service provider, contract lab, etc.

· Prepared audit result report

· Followed up on audit response commitment.

· Maintained contract/task order files by including required documentation.
 * Conducted source selection (FAR Part15) procurements of very large dollar contracts.
· Responsible for the maintenance and update of qualification for suppliers, GMP service providers, contract labs, etc.

· Assisted during regulatory, corporate and customer inspections.

· Provided assistance with the Complaint handling system

· Provided assistance in conducting GMP training (globally).

· Excellent communication and writing skills.

· Multi-tasked, ability to work independently or with minimum supervision, efficient and effective

· Computer literate in MS Office suite (Word, Excel, Power Points, etc.)

· Working knowledge of the 21 CFR Parts 210 and 211, GDP and GMP.


Ability to effectively lead and manage a work group, staff members, and
committees.
Exceptional interpersonal and communication skills used to build rapport and strong business relationships with colleagues, superiors, and medical personnel. 
 Planned program feasibility, developing strategies for country selections, CRO/vendors use and evaluations and planning for contingencies for a global trial program. 
Established effective working relationships with study investigators and coordinators to ensure that timelines and accrual targets are met and site processes comply with SOPs, Regulatory regulations and ICH/GCP guidelines. 
Coordinated all relevant Clinical Development activities/documents related to Regulatory Submissions (e.g., IB, IND, Annual Reports, BLA, NDA or other regulatory filings). 
Builder of strong relationships with individuals and groups across Company to identify opportunities for sharing of best practices and to align activities and process where appropriate.

Managed all activities for Clinical/Bioequivalence (BE) projects for Ophthalmic Drug Products. The Director will develop regulatory strategy for conducting clinical/bioequivalence studies, especially for ophthalmic drugs and coordinate the clinical studies with the identified CRO. Assembled the required eCTD submissions, especially Module 4 and 5 of the ANDA/NDA and IND submissions. 
· Managed all Clinical, Bioavailability and Bioequivalence studies for Client Products
· Reviewed and/or design study protocols required for the clinical/BE studies of ophthalmic products and other dosage forms.
· Worked closely with the Contract Research Organizations for the development, planning, execution and monitoring of the bioequivalence studies.
· Monitored the bioequivalence studies to ensure that the studies were conducted according to GCPs and ICH guidelines: 1) reviewed records to ensure BE studies are conducted in compliance with approved protocols; 2) reviewed informed consent materials, assure that the regulatory documents were reviewed and tracked throughout the study and 3) ensured site compliance with protocol, documentation and preventive/correction plan.
· Coordinated preparation of clinical labeling and shipment of product to CRO.
· Reviewed the BE study reports and assembled the clinical sections of eCTD submissions of ANDA/NDA

· Knowledge in cardiac imaging and image processing.
•
Experience with motion compensation from medical images.

•
Experience with image segmentation from rotational angiography or ultrasound

•
Experience with intra-vascular and intra-cardiac ultrasound.

Provided input into creation of program budget and managed Clinical Development elements with an emphasis on identification, resolution and/or escalation of discrepancies.
Interaction with external partners, including expert panels, physicians and investigators, CROs, contract laboratories, advisory committees, clinical trial consultants, and cross-functional counterparts from development partner.
NDA/BLA and MAA experience, within an orphan/rare disease therapeutic area.
Thorough knowledge of GCP, ICH guidelines and awareness of global regulatory requirements/differences for clinical development.
Detailed and process oriented, with excellent project management skills, including risk assessment and contingency planning. 
Leadership, communication, and organizational skills, along with problem solving, conflict resolution, and team building skills. 
Excellence in cross-functional matrix and/or cross-cultural partnership setting preferred.
Effective communication skills with all sponsor companies, IRBs, faculty, and all clinic and research staff. Ability to work well with all departments and to represent the institution and physician investigator’s in clinical research at professional meetings, effectively.   


SPECIALITIES

Responsibilities included overall accountability for the clinical trial, execution of clinical trial objectives, the management of clinical trial timelines, authorship of clinical trial documents, budget management and overall trial oversight, in adherence with GCP-ICH guidelines, corporate SOPs &amp; policies *

Supported cluster head and cluster physician/clinical scientific lead in determining the overall clinical strategy and objectives of trials. * Within the Development organization, supported process improvement and participates in working groups. *

Contributed to the project strategy and to the Clinical Development Plans * Primary responsibility (together with Cluster Physician, Clinical Scientific Lead or Senior Clinical Research Scientist) for: o

Prepared trial protocol, amendments and informed consent form, took an active part in study design internal discussion/meetings o

Coordinated the preparation of other clinical trial documents including: CRF, diary cards, study manuals, IND updates, clinical summaries o 

Maintained accurate and up-to-date information in project management systems and trial specific tracking systems. 

Ensured that appropriate documents were available to regional teams for timely submission to Ethics Committees and/or Regulatory Authorities according to local requirements *

Supported cluster MD/Clinical scientific lead in preparation of investigators’ brochure * Contributed to the preparation of Clinical Trial Reports/Clinical Study Reports *

Contributed to clinical parts of regulatory dossiers and assisted in the preparation of regulatory filings.

13 years of clinical research experience “10 yrs CRA monitoring of multiple Phases I - IV clinical trial sites, EP-Electro - Physiology and protocols. Conduct all types of monitoring visits to include PSV, SIV, Interim Visits, and Close-out visits. 9 yrs of EDC experience, RAVE and CTMS.

•
Provided on-site training of physicians and nurses to perform Urodynamic testing and perform urogynecological surgery utilizing new radio frequency technology product 
- Developed, instituted and executed a comprehensive training program for all Sales and Clinical Associates with Product Managers
- In collaboration with physician users, identified adverse outcomes resulting in removal of device from product line 

Compiled and Reviewed outgoing FDA submissions, ANDA/NDAs, amendments, supplements, annual reports, adverse event reports for completeness, correctness and compliance to FDA guidelines and regulations

· Coordinate the calibration and preventive maintenance of traceable equipment. 
• Assist Manufacturing and Test Engineering in proof-of-concept activities. 
• Perform preventive maintenance on manufacturing and test equipment as required. 
• Perform troubleshooting and repair activities on manufacturing and test equipment. 
• Assisted in the coordination of test equipment calibration activities. 
• Performed First article inspections and maintains accurate records. 
• Oversaw supplier performance by tracking incoming acceptance rates. 
· Worked closely with RA staff and R&D for obtaining the required documentation for FDA filings and ensured that submissions are filed within the established timelines.

· Assisted the company management team on Regulatory strategy. Interpreted the new regulations and guidelines and advised R&D and Operations professional staff on product specific issues.

· Managed the RA staff and also was responsible for training of new RA employees.  

· Reviewed and advised on the document control changes.

Visited sites to assess the qualification of potential investigative sites, initiated studies, instructed site personnel on the proper conduct of studies, to review data and ensure accuracy of data collected and to terminate studies 
Implemented and monitors clinical trials to ensure sponsor and investigator obligations are being met and are compliant with applicable local regulatory requirements and ICH guidelines

Provided regular clinical status information to team members and project management
Performed billable work in accordance with company policies, procedures, and Standard Operating Procedures
Worked closely with other team members to ensure timely resolution of project and/or clinical issues and obtained direction from more senior clinical operations staff.
Communicated common site trends to CRA and other project team members
Performed investigative site file reconciliation; requested any new or updated site-related essential and non-essential documented and reviewed them for content, consistency with other documents, and compliance with appropriate local regulatory requirements, ICH guidelines, and project Standard Operating Procedures (SOPs), and sponsor requirements

Performed source document verification, retrieves Case Report Forms (CRFs) and performs query resolution in a timely manner and overseen drug accountability and safety at investigative sites
Ensured Serious Adverse Event (SAE) reporting according to project specifications
Responded to requests from investigative sites in a timely fashion

Mentored junior level CRAs and serves as a resource for new employees
Served as a resource for and interact with other functional areas to resolve site issues and facilitate project timelines
Assigned direct reports: Schedules and reviews project tasks, provides leadership in the delivery of services to clients, ensured that staff fulfill their responsibilities in accordance with Company policies, procedures, and SOPs, and ensures HR processes are properly implemented
 
PROFESSIONAL WORK EXPERIENCE:


03/2001- 05/2013
NCMConsulting
Sr. Regulatory Applications Specialist

Performed acquisition support services using sound business judgment and applied fundamental concepts, processes, practices, and procedures related to the acquisition life cycle. Demonstrated a willingness to learn and quickly became adept at performing work requiring practical experience and/or formal training.

· Knowledge of basic procurement procedures and techniques to carry out procurement assignments involving use of the Federal Acquisition Regulation (FAR).
* Basic knowledge of negotiated procurement procedures, simplified acquisition procedures, commercial item procedures and the laws, regulations, and precedents governing procurements by these method, to perform developmental assignments or segments of large procurement actions.
* Skill in solving practical problems relating to contract administration.
* Business writing skills to draft and develop required acquisition documentation such as but not limited to Determinations & Findings (D&F), Justifications & Approvals (J&A), Memoranda for Record (MFR).

Performed technical procurement support services by applying concepts, processes, practices, and procedures related to the procurement process at a technician level. 
* Knowledgeable of basic information and terminology that must be present in procurement documents, such as signatures, accounting codes, item descriptions, quantities, and prices, to identify missing information; 
* Knowledgeable of simple arithmetic to verify calculations by adding and multiplying figures in procurement documents; 
* Knowledgeable of basic procurement forms used throughout the contract administration cycle in order to properly maintain procurement files, or perform similar duties;
* Knowledgeable of acquisition personnel and roles;
* Knowledgeable of a body of standardized procurement regulations, procedures, and operations related to one or more procurement phases or functions;
* Knowledgeable of the various steps and procedures required to provide a full range of procurement support related to recurring or standardized buys for commonly used supplies or services
* Knowledgeable of various procurement processing procedures to support purchase transactions that involve the use of different 9 forms and the application of different procedures.
* Ability to read/enter data in automated systems associated with procurement function such as CCR, FPDS-NG, EPLS;
* Knowledgeable of interrelated steps and procedures required to assemble, review, and maintain procurement files related to complex contracts.
* Basic problem solving skills

Followed effective administration and created department policies and procedures. 
Maintained reconstruction of the current training system, training manuals, and training materials. 
Provided support for the completion of an in-depth training and procedural manual. 
Performed site and department audits to maintain policy compliance. 
Initial assessment (triage) and case level review of all serious adverse event (SAEs) and spontaneous reports received in compliance with SOPs and regulatory requirements.

Independently evaluated and recommended selection of investigators/study sites, and participation in identification of potential new sites. 
· Independently trained Clinical, investigators, coordinators and other trial staff in methods to ensure conformity to project, protocol and company standards.

· Ensured the collection and updating of all essential documented defined by FDA regulations, company SOPs and industry standards

· Performed comprehensive site management which included all types of monitors’ visits, ensuring adherence to protocol, and accurate data collection on CRFs via comprehensive source document verification, and drug/biologic samples/supplies accountability.

· Managed the field staff on continuous improvement of efficiency and overall study performance, site initiation time, quality of data and resource utilization.

Responsible for the review, collection and submission of essential study documents following site initiation package approval. Responsible for writing the Monitoring Plan and ensuring input into the plan by the relevant functional lines. As part of the monitoring function, I conducted Investigator/site evaluation visits, clinical site Initiated visits, clinical site monitoring visits and clinical site close-out visits. I ensured that the clinical study sites are conducting clinical trials in compliance with the respective protocol, applicable ICH/GCP guidelines, laws and regulations, and procedures. Identified site issues and initiates corrective actions with the support of the Site Monitoring and Study Management leadership, and generated responses to site related internal audit findings for management review. Responsible for the management of site level tracking and reporting of adverse events (AEs and SAEs) and significant GCP non-compliance, source data verification of case reports and the facilitation of the resolution of clinical queries. In addition, I ensured the management had adequate site study supplies, requested replenishment from designated personnel, and performed investigational product accountability and reconciliation.

Conducted interim site monitoring visits, including document review, source document verification, and accurate data capture in electronic CRFs;
Conducted site monitoring in accordance with CFR requirements, ICH/GCP guidelines, departmental SOPs and the Clinical Monitoring Plan;
Assisted sites with site-level IRB submissions, queries, and documentation
Fielded site inquiries related to the clinical protocol, electronic data capture, follow-up requirements, regulatory requirements.
Established and maintained effective and regular communication with clinical sites to ensure compliance, identify/resolve any barriers to study execution and strengthen overall relationship with the Company.



02/1998 to 03/2001 
Regulatory Affairs Manager
Bayer Healthcare
NCMConsulting
Starnberg, Germany

Supported NDA, ANDA, IND, CBE30, IDE, PMA-S and 510K documents and filings. 

Lead preparation, reviews, and regulatory submissions. 
Identified regulatory requirements for changes to existing products. 

· Worked with engineers and technical experts to resolve potential regulatory issues and questions from regulatory agencies. 

· Prepared FDA submissions, Technical Files, Canadian Applications and International Dossiers for new products and product changes. 

· Prepared documentation for Clinical Studies and coordinated and maintain study communications.

· Reviewed significant product and clinical study submissions with management and negotiated submission issues with agency personnel.

· Provided support to currently-marketed products as necessary by reviewing labeling, promotional materials, and product and documentation changes per policy and procedure.

· Interacted directly with the FDA and indirectly with international regulatory agencies on most products/projects at reviewer level; all significant issues was reviewed with management.

· Supported regulatory compliance activities, including manufacturing site registration, GMP, Notified Body audit, post market vigilance reporting, product recalls, etc.

· Maintained proficiency in worldwide regulatory requirements; established and maintained positive relationships with agency personnel.

· Provided business and product information to international regulatory staffs to enable development of strategies and requirements, and communicate that information to management.

· Provided feedback and on-going support to product development teams for regulatory issues and questions.

Conducted monitoring, audits, training, and proctoring of investigational centers while ensuring compliance with FDA, GCP, and ICH guidelines. Conducted trial activities in a fast paced environment for sites to ensure accurate/rapid data collection with history of minimal deviations for PMA submission.
Authored and submitting PMA supplements (30-day Notice, Real-Time Reviews, 180-Day Supplements, and Annual Reports). Reviewed/approval of engineering study protocols/reports and validation study protocols/reports. Reviewed and approval of manufacturing changes for Class III implantable medical devices. Recent experience with Class III implantable medical devices; Proven successful track record of authoring/submission/approval of Class III implantable PMA supplements; knowledge of FDA PMA guidance documents and CFR regulations. 

Reviewed new product opportunities and provided regulatory guidance and opinion.
Maintain departmental regulatory files to include but not limited to: Initial Reviews, Continuing Reviews, Modifications, Study Closures submitted and received by the office and miscellaneous items 

· Maintaining regulatory files in compliance with federal, state and institutional regulations

· Overseen and tracked compliance with educational requirements

· Prepared and submitted Study Modifications including but not limited to: protocol amendments, consent form changes, IB updates submissions to the Institutional Review Board

· Prepared for, and interacted with, FDA and OHRP auditors as needed

· Processing submissions before and after review in an efficient and timely manner

· Reviewed meeting minutes and making appropriate changes to regulatory documents for resubmission and approval

Key contributor to regulatory filings including Investigational New Drug Applications (INDs), Clinical Trial Applications (CTAs), protocols, and Clinical Study Reports (CSRs).
Performed quality control (QC) review of clinical, pre-clinical, and pharmacovigilance documents prepared as global regulatory submissions. Wrote reviews and edited IND annual reports. 
Adjusted Quality/Regulatory systems to insure conformance with established standards of performance. Actively participated in projects as the quality control subject matter expert in the modification and improvement of standards from both a quality and regulatory perspective. 
Ensured compliance with FDA and GCP guidelines that resulted with an in-house FDA audit with no observations by developing complete set of SOPs and full range of monitoring forms (from site qualification to site closeout). Streamlined site monitoring by collaborating with director of data management to test and implement monitoring tools.
-Approved all regulatory submissions prior to filing,
managed the department budget, ensured compliance with
global regulatory requirements as it pertained to its
clinical trials, marketed products regulatory commitments;
this included but was not limited to;
INDs, NDAs, MAAs etc., supplements,
amendments, annual reports, advertising and promotional materials.

-Worked closely with the management of the QA department to ensure regulatory compliance.
-Reviewed new product opportunities and provided regulatory guidance and opinion.
Expertise that includes 510(k) submissions, IDE submissions and CE mark submissions with USA and international experience. 
Experience with quality assurance functions in a GMP environment supporting the production of patient connected medical equipment comprising a combination of COTS and custom electronics, harnesses, displays, metal fabrications, optics, precision mechanical assemblies, and molded panels. 
Advanced knowledge of A1C, QSR (21 CFR 820) & ISO 1345 requirements. 
Understand validation principles. Hands on experience with computer based data collection, retrieval, and analysis.


01/1992 to 02/1998
Medical Science Liaison
NCMConsulting
Starnberg, Germany

· Identified established and maintained collaborative relationships with key investigators and institutions strategic to product development. Increased Company’s visibility with current and future industry leaders. Provided a venue for clinical research that is consistent with company objectives.

· Reported and presenting accurate quality information utilizing specific criteria for data abstraction leading to the identification of opportunities to improve patient care, safety and outcomes. I utilized statistical principles as needed to compose accurate, meaningful reports supported by valid data. I presented findings and recommendations to research and medical staff leadership in company operations and medical staff forums.
Demonstrated problem solving, critical thinking and communication skills: maintained expertise in regulatory and performance improvement standards and applied this in practice, teaching, and consultation.
 

· Developed, and maintained collaborative relationships with current and future industry leaders to identify scientific communication opportunities including abstracts and manuscripts. 

· Managed research and educational activities at targeted institutions with industry leaders and other key decision makers. 

· Participated in medical education for healthcare professionals through presentations at investigator meeting, advisory boards, and other appropriate venues to enhance product knowledge. 

· Maintained clinical expertise through aggressive education including attendance at relevant symposium, scientific workshops, preceptor ships, and review of key journals. Within Medical & Scientific Affairs, I functioned as a scientific liaison between Medical Affairs and key external customers to further scientific exchange and to gather insight into therapeutic ideas. I provided product and field scientific support to Medical, Sales and Marketing, as well as Managed Care and Government by using academic credentials and scientific expertise to communicate with health care providers and organizations. 

External relationships included: physicians; nurses; nurse practitioners; pharmacists; academic institutions; associations/societies; managed care organizations and HMOs.

· Scientific and clinical support for marketed products and development projects.

· Supported regional Field Sales’ scientific needs.

· Collaborated with Marketing, and Sales management to develop scientific strategies to optimize products and development activities in the medical community.

· Attended assigned medical and scientific meetings to: a) maintained awareness of current issues and new data pertaining to products; b) developed and maintained relationships with health care providers; ) supported appropriate use of products.

· Established and maintain functional working relationships with Clinical Research Associates within the region to further scientific exchange.

· Developed and presented product and scientific updates as requested using approved material.

· Supported the company Investigator-Initiated Research program as defined by Home Office.

· Assisted with training sales representatives on product knowledge and understanding of technical information within the therapeutic area.

· Responded to unsolicited inquiries about grants and charitable contributions program.

· Follow-up on unsolicited education program requests and provided feedback to the Home Office.

· Delivered approved presentations at regional events, sales training, advisory board meetings and speaker training activities as directed.

· Assisted in preparing training materials for the sales team.

· Delivered approved formulary presentations to managed care and government entities, as directed by the Home Office.

· Identified, responded to inquiries and developed relationships with health care professionals; identified those individuals with novel research concepts, clinical experience and expertise, within identified therapeutic areas of interest to company.

· Maintained a thorough working knowledge of company’s products, current scientific research and publications associated with therapeutic area of interest.

· Participated in special projects both Regional and National (e.g., team meetings, training, etc).

· Prepared and conduct ongoing product and scientific updates for the Region as requested.

· Identified academic centers and investigators to initiate and participate in clinical trials and identify key areas of future research.

· Profiled and recruited qualified investigators to participate in company-sponsored activities (e.g., speaker, investigator, or consultant) as directed by Home Office.

· Consistently completed administrative duties in an accurate manner and on a timely basis, in line with current SOPs and working practices.

· Recorded all activities within the companies system in accordance with procedures.

· Provided monthly reports on scientific support activities in region to Director and Associate that included budget expenditures as directed.

· Ensured effective administrative management of regional business as well as operational budgets.

· 5 years of prior experience as a medical scientific liaison with demonstrated core medical scientific liaison competencies. 5 years experience* in a health related system, pharmaceutical company or managed care environment, at a senior level.

.



Clinical Application Specialist
NCMConsulting

01/1982 – 12/1986

. • I was the departmental focal point for issues relating to Clinical Application through such methods as working collaboratively as a member of an interdisciplinary system support team, developing communication linkages between the technical application, enterprise system users and system support groups to facilitate and enhance the exchange of information, and advocating on behalf of Companies Diagnostic for the development/implementation of appropriate solutions.
• Determined and participated in the determination of clinical business needs and technology requirements by using methods such as interviewing department management and staff, participating in planning committees, assessing information and defining/documenting user requirements, conducting feasibility/advisability studies on proposed plans, and leading the data and process-modeling activities.
• Worked collaboratively with multiple stakeholders to manage and resolve complex issues.

Experience in image processing techniques in 2-D and 3-D medical images with an emphasis on registration, segmentation and reconstruction techniques.
Provided technical, application and data analysis leadership with respect to  utilization, overseeing and supporting ongoing  issues within Clinical Service Unit (CSU)
I responded to administrative and utilization problems related to CSU through such methods as providing resolutions via telephone to users, investigating problems on-site, taking corrective action using site or vendor-provided utilities in accordance with established procedures. Ensured errors/deficiencies were corrected as required by responding to the user complaint or Help Desk report, analyzing/troubleshooting the problem, taking corrective action and testing to ensure the system operates at optimum efficiency, managing client expectations and providing the required documentation.
• I identified and recommend changes/enhancements by soliciting and receiving feedback from technical, medical staff, outlining changing requirements and specifications, forwarding recommendations to appropriate Diagnostic management for approval, and coordinating implementation plans as required.
• Provided training to departmental users of applications through methods such as creating, maintaining and distributing hard copy or computer-based training materials; writing procedural handouts; conducting formal group training sessions; conducting one-on-one training sessions as deemed appropriate based on user needs. 
• I initiated and tracks resolution of incidents arising from administrative and technical problems with the applications, practices or procedures by methods such as gathering information from users, identifying trends and communicating with Medical Technologists, allied support staff and management to assist with the resolution of recurring problems.
• Maintained working knowledge of current tools and techniques used in the technical environment by methods such as researching on the Web and through trade journals the current and developing applications, meeting with vendors to assess and compare future software releases with a focus to meet the clients’ clinical business needs, identifying and planning for the impact(s) of changes on the client departments.
I provided input into development and enhancement of an integrated systems support model by working with vendors, staff, the Help Desk, as well as Application support staff, to identify appropriate response/escalation procedures and proactive performance monitoring to ensure that user requirements are effectively and efficiently met.
• I assisted the Interface team members in the development and maintenance of required and approved interfaces between component systems and other clinical systems. 
Ensured accurate data is stored in the information database by ensuring data is verified and accurate, investigating and taking corrective action on anomalies or errors, entering or ensuring the appropriate data is entered, and providing scheduled and ad hoc reports as required.
• I performed technical work when required by methods such as completing requisitions, positioning patients, explaining procedures, correlating clinical history with examination to be performed, operating equipment, checking technical results to ensure departmental standards are maintained, and entering required patient data into the Information System. Monitors patient during procedures by methods such as observing and responding to emergent situations in accordance with facility policies and procedures; may be required to perform cardiopulmonary resuscitation in the event of an emergency.




EDUCATION AND CERTIFICATION:


1974 Bachelors of Science
Jackson State University


1977 Masters/ PA Program
University of California Irvine
Irvine, California, USA


2003 Medical Doctorate Program
University of Munich
Munich, Germany

2012 Regulatory Affairs Certification Program
Colorado State University



2007 Association of Clinical Research Professionals
2008 Colorado Bioscience Association
2007 Drug Information Association
2003 Regulatory Affairs Professional Society
2001 Society Pharmacology and Therapeutics
2000 Association of Consultants of the Bioscience Industry
1998 American Federation of Clinical Research

FOREIGN LANGUAGES

German Speak and Read
English Speak and Read


SUMMARY OF THERAPEUTIC EXPERIENCE 
Cardiovascular, CNS, Dermatology, Genetics, Nuclear Pharmaceuticals, Diagnostics, Contrast Agents, Neurology, Oncology, Orthopedics, Rheumatology Arthritis, Pain Management, Glioblastoma, Melanoma, Class I-III, Medical Devices, Acromegaly Effects of Growth Hormone, Releasing Antagonist on Growth Release in Acromegaly, Phase II-IV, Type I Diabetes, Monocyte Function and Inflammation, Phases II-III, Type II Diabetes, Diabetic Macular Edema, Medical Device Class I, II, III .


