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EXECUTIVE SUMMARY

EGeen’s key business focus is to advance drug development via expeditious and cost-effective clinical trials by taking advantage of several unique assets built since the founding of the company in 2001.

The key assets of EGeen include its extensive network of hospitals and highly qualified medical doctors for rapid patient enrollment and a highly cost-effective infrastructure of the Baltic States and Ukraine to carry out clinical trials in all major disease areas.

In partnership with several leading medical institutions in the area, this network is currently being enhanced to provide database-driven ability to identify potential trial participants.

EGeen currently manages clinical trials under competitively priced fee-for-service arrangements.

EGeen is in discussions for several joint drug development arrangements where it conducts Phase I&II clinical trials with a reduced or no upfront resource requirement from the partners in exchange for downstream participation in drug sales.
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BACKGROUND

Building upon its unique partnership with the medical communities in Estonia and later in other Baltic States and Ukraine, EGeen has built a proprietary IT-driven medical data collection and analysis infrastructure. Specialty doctors who serve as principal investigators in the trials have been linked to EGeen's central database through proprietary software.

As an integrated part of the infrastructure, EGeen is continuing to develop patient databases in all major disease areas. The growing number of patient databases permits EGeen to identify expeditiously the appropriate patient populations based on specific clinical trial protocols. These real-time assessments enable EGeen to forecast the cost and the feasibility of the trial accurately. EGeen has also built proprietary clinical trial management software to manage the clinical trials.

Together, this unique infrastructure has put EGeen in a position for expeditious and very cost-effective patient retrieval for conventional or pharmacogenetics/biomarker complemented clinical trials. As examples, EGeen recruited 350 patients and finished pharmacogenetics complemented Phase IV trials for anti-depressants within 6 months and 100 patients for a Phase II trial in a psychiatric disease area within 5 months. EGeen has also conducted multiple Phase I, Phase II and Phase III oncology trials under FDA IND, and several psychiatry and oncology trials under EMEA CTX.
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Baltic States Focus – Phases I and II



· EGeen offices in Tartu and Tallinn, Estonia

· EGeen developing first-in-man Phase 1 center w/ Tartu University

· Excellent infrastructure (“inexpensive Scandinavia”)

· Centralized hospital system

Ukraine Focus – Phases II and III

· EGeen offices in Kiev and Cherkassy

· Large numbers of treatment-naïve patients in the population of 47MM 

· Highly centralized hospital infrastructure - speedy recruitment 

· EGeen hospital network: operational & IT-platform partnerships



Advantages of Clinical Development Potential of the Baltic States and Ukraine

With a population of 55MM and Western drug consumption and lifestyle profiles, the three Baltic States and Ukraine combined represent an underserved clinical trial market with a trial potential that in practice equals that of Western Europe. 

The four countries share homogenous diagnostics and treatment practices that yield an exceptional set of standards both in terms of recruitment speed and quality of medical data. The key assets include:

· Suitable Demographics and Disease Profiles: Caucasian population of about 55MM 

· Drug consumption patterns similar to the US and Western Europe

· Homogenous medical practices

· Cost-effective and expeditious recruitment 

· Physicians with MD degrees as investigators and monitors
Successful Legacy of FDA and EMEA Accepted Clinical Trials

Clinical trials have been conducted in the Baltic States and Ukraine for more than 10 years as part of Phase I through Phase IV trials organized by global clinical research organizations and pharmaceutical companies. 

Both the number of specialties involved and the total number of approved protocols per year have grown steadily. In accordance with the Declaration of Helsinki, informed consent and an approval by Ethics Committee are mandatory. All clinical trials are performed and data are generated in compliance with Good Clinical Practice (GCP) to ensure the ethical and scientific integrity of the trial.  The clinical trials are governed by the EMEA guidelines and can be directly integrated into the approval process in the European Union. FDA has every year audited several of the clinical trial sites in the Baltic States and in Ukraine.

EGeen has unique advantages in working in the Baltics and Ukraine owing to the extensive collaborative relationships between the company and medial communities in the respective countries as well as detailed knowledge of the local regulatory and IRB requirements.   
EGEEN OFFERINGS

Fee-For-Services

EGeen can provide a turn-key solution for clinical trials including all functions below for phase I through phase III clinical development. Some of the functions may be performed by our preferred partners. There are Standard Operating Protocols in place for seamless collaboration between the Sponsor, EGeen and its partners, and EGeen will coordinate and responsible for both its activities and partners’.

Clinical Trial Initiation

FEASIBILITY ASSESSMENT

Identification and assessment of investigators and sites

Pre-study visits

Selection of investigators and sites

Investigator and site contract negotiation

REGULATORY APPROVALS

Informed consent preparation

Insurance carrier identification and contract negation

Collection of regulatory documents

Application for clinical trial authorizations

Obtaining regulatory approvals from Health Ministry and Ethics Committee

ENROLLMENT PROGRAM

Design of pre-screening program

Study promotion Management

Pre-screening program management

QA of pre-screening program

MISCELLANEOUS

Investigational Medicinal Product Importation

Translation of required documents

Clinical Trial Management

GENERAL

Study Coordination

Budget and timeline management

Develop study procedures and tracking tools

Supervise CRAs

Facilitate sponsor communication and decisions

Data safety monitoring board organization

Coordinate data management, biostatistics and clinical operations

TRAININGS

Conduct study initiation meetings

Organization and participation in investigator meetings

Investigator and site personnel training

Produce study in-service materials and manuals

CLINICAL TRIAL MONITORING

Regular monitoring visit

Tracking source documents

Tracking IMP supplies and inventory management

Query management and resolution

SITE MANAGEMENT

Site Selection

Overall site management

Site close-out

DOCUMENT MANAGEMENT

Set-up and maintenance of study files

Archiving of study files

Set-up and distribution of site files

LABORATORY MANAGEMENT

Selection of clinical laboratory facilities

Clinical laboratory contract negotiation

Ongoing liaison with clinical laboratories

SAE MANAGEMENT

Medical review of SAEs

SAE narrative preparation

Regulatory reporting of SAEs

Notification of reportable SAEs to site and ECs

SAE data management

Biometrics
DATA MANAGEMENT

CRF design

Database design and programming

Data coding

Validation

Query management

Data archiving

BIOSTATSTICS

Study design and consultation

Assistance with protocol development and verification of CRF design

Medical Writing and Regulatory Affairs
MEDICAL WRITING

Clinical protocols

Study Reports

REGULATORY AFFAIRS

Regulatory strategizing

Interpretation of FDA/ICH regulations and guidance

Planning and facilitation of Committee meetings

Preparation of Committee meeting materials

FDA liaison meeting facilitation

Co-Development

In addition to the fee-for-service arrangements, we also entertain cost-sharing agreements with no or reduced resource requirement from partners where we would contribute the clinical development in exchange for downstream considerations.

Our co-development model can be considered as a non-dilutive way of financing a project which otherwise needs to be out licensed.

We consider the following, individually or in combination, as potential downstream considerations.

1. Percentage of the partnering revenues (upfront and milestone payments from out-licensor of the candidate)

2. Percentage of the royalty

3. Geographical or indication split

4. Equity

5. Convertible debts

CORPORATE INFORMATION

Management

Kalev Kask, Ph.D., Chief Executive Officer
Kalev Kask completed his graduate degree with Prof. Tamas Bartfai at Stockholm University and post-doctoral training with Prof. Peter Seeburg at the Max-Planck Institute for Medical Research in Heidelberg. He then joined the neurogenomics company AGY Therapeutics of South San Francisco as a senior scientist, followed by research at Stanford University and advisory work with Asper Biotech and Toshiba prior to founding EGeen. Dr. Kask has authored numerous scientific publications and has patented genomics derived drug and diagnostic targets.

Ants Prümmel. MBA, General Manager, EGeen AS.
Mr. Prümmel brings several decades of financial and operational management experience to EGeen. He has previously held numerous management positions of increasing responsibility at various financial institutions and in the telecommunications sector. Most recently he served as the Chief Financial Officer and subsequently as Chief Executive Officer at Levicom, a pan-Baltic State telecommunications firm. Upon the acquisition of Levicom by Tele2, a major European telecommunications corporation, he joined EGeen in March 2005 and is responsible for the general management of EGeen AS, a wholly owned subsidiary of EGeen International.

Elizabeth S. Song, Ph.D., Vice President, Business Development
Elizabeth Song obtained her M.A. in Immunology from University of California, Santa Barbara and Ph.D. in Genetics from University of California, Berkeley. She completed her postdoctoral fellowship with Dr. Per A. Peterson at The Scripps Research Institute and was a recipient of the Damon Runyon Cancer Research Foundation Fellowship. Subsequently, she held positions at Chiron Corporation as Senior Scientist and at Virologix Corporation as the Director of Viral Research. Followed by her consulting roles to several Pharmaceutical and Biotechnology Companies including a genomics company, Lynx Therapeutics, Inc., she joined Lynx as the Director of Corporate Development in 2000. Subsequently, she was the Director of Business Development and Alliances Management, responsible for initiating, negotiating and managing Lynx's technology development alliances with academic and corporate partners. She was also responsible for managing technology evaluation, scientific licensing and customer support. She joined EGeen in June 2003 and is responsible for overall business development activities at EGeen.

Margus Annuk, M.D., Ph.D. , Director, Clinical Development
Margus Annuk received his M.D. degree from Tartu University and his Ph.D. degree from University of Uppsala with Prof. Bengt Fellstrom. His extensive research covers the area of renal diseases and transplantation, the field of cardiovascular risk factors (biomarkers), and drug effects on endothelial function, malnutrition, chronic inflammation and antioxidative status. He held a position of Associate Professor at the Tartu University and currently is an adjunct professor of medicine at Tallinn Technical University. He joined EGeen in May 2003 as the Director of Clinical Development to spearhead the clinical development operations.

Jaak Vilo, Ph. D. , Director, Informatics
Jaak Vilo has a M.Sc. in applied mathematics and computer science from Tartu University, Estonia, and a Ph.D. in bioinformatics from the Department of Computer Science, University of Helsinki, Finland. Dr. Vilo worked as a Senior Technologist at the European Bioinformatics Institute EMBL-EBI in the field of microarray based gene expression data analysis and data mining. He has developed several advanced algorithms and tools for the analysis of functional genomics and other complex data and is now heading the informatics department at EGeen.

Lia Loime, M.D. , Clinical Trial Lead
Lia Loime received her M.D. degree from Tartu University. Before joining EGeen in April 2004, Dr. Loime worked as a Senior Clinical Research Associate at Parexel International and has managed quality assurance and monitoring for numerous Phases II, III and IV clinical studies sponsored by global pharmaceutical companies. Her responsibilities include clinical trial monitoring, site evaluation and initiation, data collection and quality control review of data collected at trial sites to ensure compliance with multiple protocols and GCP guidelines.

Board Of Directors

Kalev Kask, Ph.D., Chief Executive Officer

Mir Imran, Venture Partner and Senior Advisor, Draper Fisher Jurvetson ePlanet Ventures              Mir Imran focuses on life sciences and technology investments on a global basis. He is the Founder and President of InCube, Inc., a Silicon Valley incubator for medical and Internet companies. Through this incubator, and prior to its establishment, Mr. Imran founded numerous medical and high technology companies. He currently serves as a Director for Surface Genesis, CardioVasc, NovaSonics, JStreetData.com and IntraPace. Mr. Imran was also a Founder and Director of Percusurge, a marketer and developer of circulatory system devices, which was eventually acquired by Medtronic in 2000, as well as of Cardiac Pathways, a developer of catheters that was acquired by Boston Scientific in 2001. He developed numerous medical devices and obtained close to 200 patents in his name. One of his high profile medical inventions is the EEG monitoring sensor array that the American astronaut John Glenn used on his latest space mission. In 1990, Mr. Imran invented a basket catheter that obtains multiple ECG signals simultaneously from various areas of the heart. In 1992, he developed a low-pressure balloon and aspirator system for use in catheter based interventions. He is also an active angel investor and a special limited partner in several prominent venture funds.

Robb Doub, Managing Director, New Markets Fund
Robb Doub has served as the Vice President of Investments of SEAF, where his principal role was to advise the Fund Managers of the SEAF Funds in investment structuring and in strategic business issues of the portfolio companies of the Country Funds. From September 1995 until May of 1997, he worked in Poland as an Investment Officer of CARESBAC-Polska, a SEAF managed fund. Prior to his service in Poland, he worked as an investment analyst for the Calvert Group in Washington DC and New Enterprise Associates in Baltimore, Maryland. His prior investments include Asper Biotech, an Estonian genotyping technology company.

Edmund "Ned" M. Olivier, Founding General Partner, Oxford Bioscience Partners
Ned Olivier has extensive investment experience in venture capital and outstanding investment performance. He was a co-founder and General Partner of Oxford Bioscience Partners I and II L.P. Oxford Bioscience Partners I L.P., a $54 million venture capital partnership formed in 1993 that has produced a return to investors after expenses and carried interest in excess of 30% per year. Oxford Bioscience Partners II L.P., a $106 million venture capital partnership formed in 1997 has produced a gross internal rate of return of 46% as of the yearend 2000. Prior to entering venture capital with Fairfield/Steuben Venture Partners in 1984, he managed domestic and international operations for Diamond Shamrock, Corning Glass Works and Conoco Chemicals. At Diamond Shamrock he served as Vice President of Technology and Planning. At Corning he was a member of the Corporate Executive Committee and Corporate Vice President and General Manager of the Scientific Products Division, where he initiated Corning's entry into biotechnology. At Conoco Chemicals he was managing Director, Europe. He is a Life Fellow and member of the International Council of the Salk Institute.

Peeter Saks, Managing Partner of BaltCap and Chairman of Suprema Securities
Peeter Saks has worked in investment banking and private equity since 1994. After a brief career at PWC, he formed Talinvest, one of Estonia's earliest investment banks, and laid the foundations for Suprema that made its name in a series of successful deals in the first wave of privatization in Estonia. He oversaw an expansion into Latvia and Lithuania, steered Suprema successfully through the 1998 Russian crisis giving it the strongest brand in corporate finance and capital markets in the Baltics. In 2002 Suprema was bought by Finland's Evli Bank - a move that gave it stronger access to the Nordic capital and investor base. He has been involved in Baltcap since its inception as an advisor thereafter as an investor into the management company and becoming a board member, and finally buying the majority stake and becoming managing director 2005. He has also served on the Board of EBRD funded Baltic Post-Privatization Fund and advised other venture funds. He was a founding member of the Tallinn Stock Exchange in 1995. He has graduated form Tallinn Technical University and completed studies at the Henley Management College and INSEAD.

Principal Advisors

Frederick Frank, Vice Chairman and a Director of Lehman Brothers Inc.                                  Frederick Frank has over 50 years of experienced in investment banking services to companies in the pharmaceutical, biotechnology, healthcare service providers, medical device and nutraceutical industries, and has been involved in hundreds of financings and merger and acquisition transactions in the health care field. Before joining Lehman Brothers as a Partner in October, 1969, He was co-director of research, as well as Vice President and Director, of Smith, Barney & Co. Inc. He is a Chartered Financial Analyst, a member of The New York Society of Security Analysts and a past president of the Chemical Processing Industry Analysts. In addition to serving as the Chairman of the Board of Predix Pharmaceuticals, Mr. Frank is a Director of Diagnostic Products Corporation, Digital Arts & Sciences, Inc., eSoft, Inc., Landec Corporation, Institute for Systems Biology, ICON Biopharma, Inc., and Pharmaceutical Product Development, Inc. He is Chairman of the National Genetics Foundation, a past director of the Salk Institute, a member of the Yale School of Management Advisory Board, a member of the Pharmaceutical Executive Magazine advisory board, Chairman of the Board of The Irvington Institute for Immunological Research, a member of the Advisory Board of The Harvard School of Public Health and also the John's Hopkin's Bloomberg School of Public Health, and he serves on the Advisory Board of the Massachusetts Institute of Technology Center for Biomedical Innovation.

Geoffrey Barker, M.D., Executive-in-Residence, A. M. Pappas & Associates and Former Chief Medical and Scientific Officer, Quintiles Transnational                                                                Geoffrey Barker has held senior executive, medical, scientific and clinical positions with Astra, Actelion Pharmaceuticals, and Quintiles Transnational, for which he most recently served as Chief Medical and Scientific Officer. He was a member of Actelion's senior management team when it completed its successful IPO. He is a UK-qualified physician and is a Fellow of the Royal College of Physicians, a Fellow of the Royal Colleges of Surgeons, and a Fellow of the Royal College of Dental Surgeons. He is currently an Adjunct Professor in Immunology at Duke University Medical School and Executive-in-Residence, A. M. Pappas & Associates

James G. Shook, Ph.D. , President, Jim Shook Research, Inc.                                                              Jim Shook has over 35 years of experience involving all aspects of pharmaceutical development including pharmacology, toxicology, pathology, pharmaceutics, pharmacokinetics, clinical pharmacology, biostatistics, data management, SAS programming, clinical research, QA/QC, medical affairs, regulatory affairs and manufacturing. During his career, he has managed and assisted in the preparation of 28 NDAs and 2 PLAs (now BLAs). Among his last 14 submissions, he had the overall project management responsibility for 7, and the total responsibility for preparation, submission and approval for 5. Prior to establishing Jim Shook Research, Inc. specializing product development and regulatory affairs support to the biotech and pharmaceutical companies worldwide, he was the Executive Vice President and Chief Development Officer at Quark Biotech, Inc. Prior to Quark Biotech, he held executive positions at numerous companies including Athersys, Salix Pharmaceuticals, Fujisawa USA, Genentech and Abbott Laboratories.

Philip Morgan, Ph.D. , Former Head of Molecular Pharmacology, GlaxoSmithKline                        Phil Morgan has over 25 years of experienced in pharmacology with extensive knowledge of all phases of drug development from discovery through commercialization. Therapeutic areas of expertise include neurology, psychiatry, metabolic disorders, inflammation, incontinence, osteoporosis and osteoarthritis. He has extensive record of successful (IND/NDA) interactions with the FDA and other regulatory agencies. He is also a founder of several biotechnology companies and serves as an advisor to several pharmaceutical companies and venture capital companies.
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