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Summary Professional Experience

Management consultant and providing a broad set of services to biopharmaceutical and life-science companies, in drug discovery, pre-clinical and clinical development, biologics manufacturing, medical devices, analytics and diagnostics. 

Over 30 years broad experience in US, EU, Japan and Australia. Fulbright scholar. Doctor of Science from MIT in Biochemical Engineering with minor in Management. Master of Science in Chemical Engineering from Royal Institute of Technology, Sweden. Management Consulting Experience from Boston Consulting Group, Arthur D. Little and IBM. Biopharma experience from Pharmacia, BASF Pharma and several biotech companies. 

Uniquely broad and deep experience both as a hands-on manager and consultant, in drug discovery, preclinical and clinical development (including IND filings and clinical trial management), business and corporate development (licensing and M&A deals), strategic planning (up to division level), portfolio management, product and therapeutic area strategies, major new product launches and commercial development planning, startup management and financing. Experienced negotiator including large business development deals and vendor management. As consultant, retained as personal advisor to large pharmaceutical company CEO. Engaged as acting COO/CEO for several biotech companies. Academic teaching at graduate level at MIT. 

Experience in managing biologics manufacturing, including therapeutic proteins and monoclonal antibodies, gene therapies (adherent and suspension cultures), cell therapies, as well as peptides and oligonucleotides. Experience with most parts of the production chain, from process development to pilot scale and fill finish, including both processes and production equipment, as well as building and managing a gene therapy manufacturing organization.

Experience in most therapeutic modalities, including small molecules, peptides, biologics (especially monoclonal antibodies), gene therapies (especially AAV) and RNA therapeutics (especially siRNA). 

Experience in most therapeutic areas, including oncology, gastrointestinal (functional and IBD), infectious disease (including HCV and HBV), CNS & pain, ophthalmology, immunology including allergy & RA, cardiovascular and respiratory (including asthma). Developed the launch plan for Merida (sibutramine), one of the first weight loss medications.

Experience in hands on management of projects in discovery, pre-clinical development and IND filings, phase 1 and 2 clinical trials, BLA and NDA filings, marketing strategies and commercial launch planning. Experience in AI for drug discovery and CMC, including expert systems and machine learning. Experience as expert witness, including in trials.

Detailed list of work experiences below.
Expert Witness Experience

PERIPHAGEN, INC. v. KRYSTAL BIOTECH, INC.
UNITED STATES DISTRICT COURT FOR THE WESTERN DISTRICT OF PENNSYLVANIA
Retained by PerifaGen as an expert on gene therapy development and manufacturing.
PerifaGen had a collaboration agreement with the founders of Krystal, whereby they shared lab equipment and developed a gene therapy based on PerifaGen technology. The founders later formed Krystal Biotech and continued to develop the same gene therapy, but without notifying PerifaGen. Krystal had no rights to continue this development under the collaboration agreement. PerifaGen sued Krystal Biotech, claiming Krystal misappropriated trade secrets related to gene therapy technology, including the use of herpes simplex virus type 1 (HSV-1) vectors, as well as for breach of contract. PerifaGen claimed that it shared its proprietary technology, including preclinical research, viruses, and cells, with Krystal Biotech and its founders through material transfer agreements and laboratory sharing arrangements. It was clear that the technology and gene vectors came from PerifaGen. The case concluded in a settlement between the parties that provided compensation to PerifaGen.

AMYNDAS PHARMACEUTICALS, S.A. and AMYNDAS PHARMACEUTICALS, LLC.,
Plaintiffs, v. ALEXION PHARMACEUTICALS, INC., ZEALAND PHARMA A/S, and ZEALAND PHARMA U.S., INC.
UNITED STATES DISTRICT COURT FOR THE DISTRICT OF MASSACHUSETTS
Retained by Zealand Pharma as an expert on peptide drug development and manufacturing.
Amyndas and Zeeland were exploring two separate joint ventures with Zealand Pharma and Alexion Pharmaceuticals, Inc., and shared confidential information in the process. Zealand Pharma and its affiliate, Zealand US, later announced a partnership with Alexion Pharmaceuticals, Inc. Amyndas sued for misappropriation of confidential information and trade secrets. Amylin was developing a C3 complement inhibitor and disclosed its work to Zeeland under CDA. Amyndas claimed that Zealand Pharma and Alexion misused confidential information when they later partnered to develop a similar complement inhibitor. Amyndas claimed that it had taught Zeeland and Alexion how to develop a C3 inhibitor. However, Alexion is a company focused on the complement system, and Zeeland is an expert on peptide drugs. There is little they could have learned from Amyndas. The case is ongoing in Denmark and US courts. 

VINCERX PHARMA, Plaintiffs, v. YOURWAY TRANSPORT, INC. 
SUPERIOR COURT OF THE STATE OF DELAWARE
Retained by Vincerx Pharma as an expert on cell bank storage and transporting. 
Vincerx shipped the cell bank for an antibody drug conjugate therapeutic from Germany to USA. The shipment was managed by Yourway. Cell banks are a frozen collection of vials containing the cell that makes the therapeutic. These are stored and shipped in containers containing liquid nitrogen to maintain a temperature of -196 degrees Celsius. After the shipment arrived in the US, Yourway failed to refill and maintain the liquid nitrogen in the containers. The temperature cell vials therefore were at room temperature for over a week, and all the cells were destroyed. I developed an approach to verify the replacement cost for the cells and the cell bank that involved writing a Request for Proposal and obtaining several proposals for the project from contact manufacturing organizations. This resulted in an expert witness report with numbers for the full replacement cost of the cell banks, that was substantially higher that counsel originally estimated. The case went to a jury trial in Delaware court, including witness testimony by me. The jury awarded Vincerx the whole damage requested. 


Employment history:

2011 to Present. Managing Director, Novadigm Consulting Group, MD, USA. Providing a broad set of services to pharmaceutical and biotechnology companies, including operational management (discovery, drug design, pre-clinical and clinical development, and biologics manufacturing), business and corporate development (deal scouting, negotiating, and M&A), market assessments, strategic planning and financing (venture capital and public markets).

Engagement for biopharma companies in antibodies, immune checkpoint inhibitors, gene therapy and RNA therapeutics, including operations, deal scouting and negotiating, acquisition searches, drug discovery (targets strategy and drug design), pre-clinical and clinical development, IPO financing and gene therapy vector and biologics manufacturing (set up pilot and large-scale clinical supply manufacturing). Engagement covered several therapeutic areas. Acting COO/CEO for peptide, gene therapy and gene silencing companies. Instrumental in taking a gene therapy company from market cap of a $15 M to $150 M and Nasdaq listing. Engagement for Fortune 500 companies in strategic planning, bioprocessing, business development and analytics development. Established AI project for drug discovery.

2010 to 2011. Practice Leader in the Pharmaceutical Industry Management Consulting Practice, IBM Global Business Services, MD and NY, USA. Pharmaceutical management consulting for large pharmaceutical companies in IT, business development, strategic and portfolio planning and R&D management. Developed novel consulting methods and deal valuation methodologies.

2008 to 2009. Director (part time), Easton Associates, Biotechnology Management Consulting Practice. MD and NY, USA. Managed Easton Associates marketing activities as well as client engagements and practice methodology development (in parallel with independent management consulting practice). Easton Associates is a biopharmaceutical management consulting firm founded from the former Wilkerson Group (now part of Navigant).

2007 to 2010. Independent Management Consultant. MD and NY, USA. Provided management consulting services to biotechnology companies in operations, business development, strategic planning, clinical development strategies and management, CMC management, technology strategies and corporate financing. Consultant COO to public biotech company in peptide therapeutics. Therapeutic areas included gastrointestinal, oncology, rheumatoid arthritis and autoimmunity, obesity and pain. Modalities included small molecules, peptides, antibodies, siRNA and antisense drugs.

2005 to 2007. Vice President, Corporate Development, Genta Inc., NJ, USA. Responsible for strategy and corporate development in a 100+ person public biotechnology company (Nasdaq GNTA). Several large license and M&A negotiations. Reported to the CEO.

2003 to 2005. Vice President, Corporate Development, Metaphore Pharmaceuticals, NJ, USA. Responsible for strategy, business and corporate development, and CMC in a well funded ($40 M series D financing) 40+ person biotechnology company. Wrote S1 filing for IPO. Managed CMC operations and new indications development. Reported to the CEO. 

2001 to 2003. Vice President, Business Development, Avalon Pharmaceuticals, MD, USA. Responsible for business development in a well funded ($70 M series B financing) 65+ person biotechnology company focused on small molecule discovery using genomics information. Negotiated several large partnerships and deals. Received special bonuses. Reported to the CEO.

1998 to 2001. Sr. Director, BASF Pharma Company, division of BASF, Mount Olive, NJ, USA. Career path position rotating through: Business Development: Projects included a $225 M divestiture, co-promotion arrangements valued up to $1 Bn, acquisition opportunities up to $1.3 Bn and new product investments. Product development launches and marketing: Managed several very large product development, launch and repositioning projects, including the Humira development strategy. Strategic Planning: Managed strategic planning department. Restructured the corporate strategic planning and portfolio management process. Member of several boards. Awarded several special bonuses. Reported to SVP finance and CEO.

1994 to 1998. Senior Engagement Manager, Arthur D. Little, Sweden and MA, USA. Member of the Pharmaceutical Industry and Technology & Innovation Management practices. Managed key accounts and served as personal counsel to CEO. Awarded the Presidents Medal for outstanding casework and several Star Case awards.

1992 to 1994. Management Consultant, The Boston Consulting Group, MA, USA. Management consultant. Member of Pharmaceutical Industry and Finance practices. Broad experience in U.S. business issues. Wrote large well published pharmaceutical industry report.

1981 to 1985. Research Engineer, Pharmacia AB, Sweden.
Research Engineer. Managed biotechnology discovery projects focusing on monoclonal antibody discovery, development and manufacturing. Awarded Pharmacia full salary Ph.D. scholarship and special bonuses. 

Education

1985 to 1992. Doctor of Science in Biochemical Engineering with minor in Management Science. Massachusetts Institute of Technology, MA, USA. Thesis advisor Professor Charles Cooney. Thesis title: Dynamic Control of Mammalian Cell Bioreactors. Deep experience in large scale mammalian cell culture, biotechnology and molecular biology, as well as in artificial intelligence (expert systems). 
Minor in Management Science: Includes graduate courses at MIT's Sloan School of Management and Harvard Business School. 

1975 to 1981. Master of Science, Chemical Engineering. Royal Institute of Technology, Sweden. General Chemical Engineering education. Master thesis on monoclonal antibodies for oncology targets under Professor Peter Perlmann at Stockholm University. 

Teaching

1987 to 1989. Massachusetts Institute of Technology, MA, USA.  Head Teaching Assistant for graduate course "Biochemical Engineering Laboratory". Responsibilities involved course development, lecturing, student support and testing.

1991 to 1992. Sloan School of Management, Massachusetts Institute of Technology, MA, USA. Research Associate, Program on the Pharmaceutical Industry. Research and teaching focused on the enabling and cost-driving role of biotechnology manufacturing technologies.




Military Service
 
1977 to 1978. Officer Candidate School, Special Forces, Sweden. Marine Ranger training (Kustjägare, similar to British Royal Marines Commandos). Specialization as fast attack boat commander. Honorably discharged.

Other

U.S. and Swedish citizen. Can work on site in US and EU.
Married with two children.
Native in Swedish, excellent in English, basic proficiency in German. 
Hobbies include alpine skiing, sailing and hiking. 



Example work experiences (not a complete list):

· Discovery of diagnostic and therapeutic monoclonal antibodies
· Large scale manufacturing of monoclonal antibodies
· Artificial intelligence system for control of bioreactors
· Large analysis of US Pharmaceutical Industry for PhRMA 
· Large corporate pharmaceutical strategy project for Proctor & Gamble 
· Shareholder value tool evaluation for Hewlet Packard
· Re-design of the business development function for Pfizer 
· Pharma division strategy for Proctor & Gamble
· EU corporate strategy for Pharmacia 
· Fine chemicals expansion strategy for Akzo Nobel
· Expansion strategy for Borealis in fine chemicals 
· Corporate strategy for Alfa Laval
· Divisional strategy, Pharmacia diagnostic division
· Organizational plan for re-organization of Pharmacia, part of the work that led to the Pharmacia UpJohn merger
· Oncology strategy for Asta Medica
· Several large therapeutic area strategies for Pharmacia, Merck, Seneca, BASF and AstraMerck 
· Formulation capability strategy project for Bayer
· Manager of the post-merger integration office for the Pharmacia UpJohn merger. 
· Retained as advisor to CEO of BASF Pharma US division
· Restructured the strategic planning system for BASF Pharma, including the financial reporting system
· Developed a portfolio planning system for BASFs Pharma 
· Strategic assessment and early clinical development plans for adalimumab (Humira)
· Managing the sale of a $300 M wound care product to Smith & Nephew
· Initial commercial launch planning for a Meridia (sibutramine), and obesity drug in Phase III development
· Updated marketing strategy and re-launch plan for an Meridia
· Commercial launch planning for Viprinex, a stroke drug in Phase III development
· Discovery strategies for a novel drug screening technology using gene expression arrays at Avalon 
· Several large technology platform partnering campaigns, with deal values up to $600 M
· Deal scouting and closing of a $500 M (biobucks) discover partnership with Aventis 
· Development strategies and clinical trial planning for a novel pain drug adjuvant (Superoxide Dismutase mimetic)
· Indication strategy and development plan for an oncology drug in phase I development
· Development strategy for an ophthalmic drug in pre-clinical development
· Development plans, pre-clinal development and IND filing for a peptide drug in GI
· Indication strategies and clinical development plans for genasense, and antisense drug in phase 3 development in oncology
· Launch planning, sales force sizing and marketing strategy for a genasense
· Large deal scouting for a genasense drug in Phase III, $500 M contract negotiated but not signed
· Consultant COO for a Synergy, a peptide drug company. Managed VC financing, development strategy and IND enabling studies and filing
· Head of marketing for Easton Associates, a boutique biopharma management consultancy
· Practice leader, IBM Global services. Work to develop a biopharma management consulting strategy practice
· Consultant COO for Benitec, an Australian gene therapy company; Merger management, pre-clinical development, IND filing, clinical trial design and clinical trial management for gene therapy products for hepatitis C and OPMD
· Discovery strategy, discovery and pre-clinical development for a gene therapy product in age related macular degeneration
· Management of AAV manufacturing for Benitec, including production system selection, CDMO selection, organization design, operations management
· Design and establishment of AAV vector design partnership with 4D therapeutics
· Strategy and plan for introduction of Benitec to NASDAQ in USA
· Over 20 consulting projects in bioprocessing for Danaher
· Over 5 projects in various areas of drug development for Danaher
· Due diligence for acquisition of Comecer, an Italian radiopharmaceutical manufacturing equipment company
· Future state design of PharmSci function for Takeda
· Customer experience and interaction strategy for Merck Millipore
· Expert witness for lawsuit on Lentivirus gene therapy
· Expert witness for lawsuit in DNA plasmid manufacturing
· Expert witness for lawsuit on antibody-drug conjugates
· Expert witness for lawsuit on cell banks for biologics manufacturing
· Pre-clinical and clinical development plans for siRNA drugs in ocular diseases
· Pre-clinical development strategies for siRNA drugs for Alzheimer’s and Parkinson’s disease
· Artificial Intelligence collaboration project with Nostrum Biodiscovery (Spain). Involved computational chemistry, machine learning and AI for design of oligonucleotide drugs
· Out-licensing of several peptide therapeutics from Syracuse University, including for obesity, nausea and hyperphagia
· Part time CEO of a startup company, for peptides for metabolic indications, including obesity


Countries worked in: USA, Sweden, UK, Germany, Netherlands, Belgium, France, Australia

Deal sheet: Business development deal sheet available on request

Memberships: 
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