Summary Curriculum Vitae





James Francis Lamb, Ph.D.





Senior manager with over 30 years experience in management and radiopharmaceutical research and development.  Intimate knowledge of the radiopharmaceutical industry and a strong interactive relationship with nuclear medicine professionals in hospitals, universities and government.





PROFESSIONAL EXPERIENCE





June 2002 to Present�
Cyclomedical Applications Group, LLC





Co-Founder and President,


Company offers contract management services that range from full responsibility for a cyclotron/FDG production facility to short-term consultation covering operations, manufacturing, quality control, and regulatory affairs.


�
�
June 1998 to June 2002�
GammaPlus, LLC 





Co-Founder and Senior Vice President;


General manager of PET radiopharmaceutical production and distribution at three cyclotron facilities; Denver, Colorado, Jacksonville, Florida, and Johns Hopkins Hospital in Baltimore, Maryland.  Corporate Radiation Safety Officer.


�
�
June 1998 to June 2002�
Positron Imaging Technologies, LLC





Co-Founder and Vice President; 


Member of the LLC and regulatory affairs advisor to the operator of mobile PET scanners.  Corporate Radiation Safety Officer.


�
�
June 1996 to June 1998�
P.E.T.Net Pharmaceutical Services, LLC





Manager of Research and Development;


New product and process radiopharmaceutical R & D, development of regulatory strategy and documentation, and strategic planning.





Prepared ANDA for [18F]FDG which was accepted for filing by FDA.


�
�
1992 to June 1996


�
CTI Services, Inc.





Manager of Regulatory Services


Support of Positron Emission Tomography (PET) development as a primary clinical modality, integrating requirements of regulatory agencies for radiation safety, pharmaceutical safety and efficacy, and clinical effectiveness, at national, state, and local levels.  Responsible for quality assurance for medical device manufacture and corporate radiation safety.  Radiation safety officer for parent company, CTI, Inc.





On site member of the ICP-Industry team for preparation of [18F]FDG New Drug Application, CGMP production, and site inspection (Peoria).





�
�
1990 to 1992�
IMP Incorporated





President


Co-founder and chief executive of radiopharmaceutical company marketing Spectamine® functional brain imaging agent.  Product annual sales approximately $2 million.


�
�
1985 to 1990�
Imagents, Inc.





President


Co-founder and chief executive of radiochemical and radiopharmaceutical products manufacturing company specializing in local manufacture and distribution of cyclotron produced materials.





Pioneered joint use of university owned cyclotron facilities for commercial medical isotope production.


�
�
1970 to 1985�
Medi+Physics, Inc. (wholly owned subsidiary of Hoffman-LaRoche, Inc)





Director of Research and Development  (1980-1985)


Accountable for tactical planning and direction of research and development, and planning of corporate R & D objectives, including identification of promising outside technology and coordination of selected cooperative experiments.


    Research Steering Committee


    Corporate Management Committee





Associate Director, Research and Development (1974-1980)


Accountable for tactical planning and direction of new product development and testing





Principal Radiochemist  (1970-1974)


Accountable for research and development projects from new product concept through Investigational New Drug clinical trials


�
�
1969 to 1970�
University of California, Berkeley





Faculty, Research Chemist, Donner Laboratory


Development of experimental radiolabeled compounds for use in nuclear medicine research.  Development of accelerator target systems and tracer chemistry.





�
�
1964 to 1969�
University of California, Berkeley





Graduate student - research assistant, Lawrence Radiation Lab.


Ph.D. Thesis: Radioactivation by 3He Bombardment: A Practical Analytical System.


�
�
1961 - 1969�
U.S. Air Force, Air Force Weapons Laboratory





Radiochemistry Project Officer


In charge of field radiochemistry during atmospheric nuclear tests.  Served to the rank of Captain.�
�



ADDITIONAL PROFESSIONAL EXPERIENCES





Faculty Member, Medical Isotope Workshop, Accelerator Produced Tritium Project, Dallas Texas, May 2, 1998.





Organizing Committee and Faculty Member, High Country Nuclear Medicine Conference, 1984 to present.  Chairman of FDA-Regulatory Affairs sessions.





Faculty Member, FDA-ICP Workshop on PET Radiopharmaceutical Regulation, San Francisco, 1995





Member, on site, NDA - DMF Team for Fludeoxyglucose F 18 Injection, Methodist Medical Center of Illinois, Peoria, 1992





Organizing Committee, International Symposium on Radiopharmaceutical Synthesis, Quality Assurance, and Regulatory Control, American Chemical Society 200th National Meeting, Washington, DC, 1990.





Reviewer, Journal of Nuclear Medicine, 1978 - 1985





EDUCATION





Ph.D., University of California at Berkeley, 1969, Nuclear Chemistry


M.S., North Texas State University, 1961, Analytical Chemistry


B.S.,	North Texas State University, 1960. Chemistry





PATENT	3,981,769 Winchel, Wells, Lamb, Beaudry: Process for Preparing Fluorine-18, 1976





PUBLICATIONS:  73





PROFESSIONAL AFFILIATIONS


American Chemical Society, Society of Nuclear Medicine, Sigma Xi, Alpha Chi Sigma


