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            Helena Lomberg

Address:
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Summary of Academic Experience
Postdoctoral Fellowship, Department of Clinical Immunology, Medical Faculty, University of Göteborg, Sweden, 1986-1989.

PhD, Department of Clinical Immunology, Medical Faculty, University of Göteborg, Sweden. 
Thesis: Host - Parasite Interaction in Recurrent Urinary Tract Infection, 1986.  

Publications:  40 peer reviewed papers, reviews and meeting communications in the field 

of Clinical Immunology, Urology and Bacteriology, 10 publications in the field of Educational Programs 

for Laboratory Technicians. (Attachment 1+2).
Scientific Congresses and Meetings: Presentations of papers at international and national scientific

congresses and meetings.  Invited speaker and chairman.

Member of the Postgraduate Research Committee, Faculty of Medicine, University of Göteborg, 1985-1986.

Teaching: Clinical immunology and research methods for graduate students in medicine, nursing, and laboratory sciences (several courses per year).

Summary of Professional Experience
Joined the pharmaceutical industry in 1989 and has gained genuine knowledge in the field of clinical trial research. Has broad experiences in managing clinical operation organisations and projects in the Nordic countries, Lithuanian, Poland, and the US. Has an in depth knowledge of the prerequisites to conduct clinical trials in those countries. 
Took part in a three year international program aimed at improving productivity for Product Development and the Pharma Business at Bayer Pharmaceutical.  As member of various project teams designed and implemented major procedural changes for the Global Medical Development Organization with successful outcome. 
As an active member and current Chairman of the Board of the Swedish Society for Clinical Trials possesses extensive knowledge in developing training programs. Takes initiative to improve conditions for conducting clinical trials. Liaise with a broad network of professionals with various inputs into the field of drug development.

As a frequent invited speaker and chairman for workshops and training events has current knowledge of praxis and standards within the field of drug development.
Honors
Awarded the 2005 scholarship presented by the Swedish Society for Clinical Trials within the Swedish Academy of Pharmaceutical Sciences for active contribution to improve conditions for conducting clinical trials in Sweden.
Professional Experience
Present position                        Director of Clinical Operations, BCT Consulting
· Provide clinical research solutions such as management for hire services, study start up, project management, monitoring and training and mentorship for clinical operation staff at pharmaceutical and biotech companies
Chairman of the Board for the Swedish Society for Clinical Trials
· Actively contributes to the advancement of clinical trials by developing training events and taking initiative to improve conditions for conducting clinical trials in Sweden
2006 – 2008
Director of Clinical Operations, Sweden and Norway, Quintiles

· Directed clinical monitoring operations for Sweden and Norway
· Ensured projects were appropriately resourced and employees were trained and experienced to meet project needs and standards
· Managed the departmental budget

· Managed strategic initiatives and developed implementation plans

· Member of the Swedish and Nordic Quintiles Management Executive Groups 

Achievements
Substantially improved productivity as evidenced by an approximate revenue increase of over 50% with a minimal staff increase. Results showed a substantial profit increase in 2007 as compared to previous years.
2004- 2006
Director of Clinical Operations, Nordic Management of Clinical Trials, Göteborg, Sweden
· Directed clinical research staff and clinical project activities in Sweden, Poland and US
· Developed operational plans and set budgets
· Member of NMCT Management Executive Group

Achievements
Strengthened the medical organizations in Sweden, Poland, and the US by training staff and improving conditions to meet costumers’ expectations.  Successfully managed the start up of a large clinical study in the US.
1996- 2004
Nordic Head of Clinical Operations, Bayer AB, Sweden
· Directed and managed clinical operations in Sweden, Norway, Finland, Denmark, and Lithuanian 

· Maintained overall responsibility for appointed CROs
· Held the external grants and internal budget for the business  

· Harmonized clinical process and procedures worldwide as a member of the Bayer Global Monitoring and Study Management Team
Achievements  

Successfully created a Nordic Clinical Operation Department when the Research and Development site was relocated to Göteborg. During my leadership, the Nordic Clinical Operation group became the third most cost effective clinical operation group globally.
Participated in various international projects which designed and implemented major procedural changes for the Global Medical Development Organization. This work was performed in cooperation with one of the largest international consulting firms. Performed as team leader for one project and implemented new global procedures for Clinical Project and Resource Management.  
1990 – 1996

Clinical Trials Manager, GlaxoWellcome, Sweden
· Managed a team of Clinical Research Associates and Administration Assistants
· Monitored clinical trial activities within specific therapeutic areas
Achievements
Implemented and trained clinical research staff in company SOPs, designed   local SOPs in cooperation with Quality Management Representatives and harmonised monitoring processes. Designed, conducted, and reported phase IV clinical trials.
1989- 1990
Clinical Research Scientist Glaxo Sweden 
· Monitored clinical trials including management of the overall clinical process to ensure studies were conducted in accordance with protocols, ICH, GCP, and local requirements
1988 – 1989

Principal for School of Medical Laboratory Sciences, Göteborg
· Directed and managed 25 teachers and 150 students
· Planned and maintained the budget for the business 
Other experience
Teaching
                        
Invited lecturer and chairman in GCP and Drug Development related courses, 
                        
1990 – Present.
Assessor

Appointed assessor for the Swedish National Agency for Higher Education, 

 to analysis and evaluate University Education in Biomedical Laboratory 

Sciences. Report published 1996. 
Scientific Adviser
Acted as scientific advisor at the Department of Advanced Nursing Education, 

University of Gothenburg and the College of Health Caring Sciences, 1986-

1989.
Commission

Mentor for postgraduate students in Health Caring Sciences, 1982-1983.
Special Commission for the University of Göteborg.
Society Memberships
Swedish Medical Association



Swedish Society for Clinical Trials

 Scientific Secretary                  Organizer of the 17th Congress of the Int. Association of Medical Laboratory Technologists (Stockholm, Sweden, August 3-8, 1986).
 Referee 
 Referee for Scandinavian Journal of Caring Sciences and Scandinavian Journal of Immunology (1988).
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