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Letter to the Shareholders
Dear Shareholders:

I am pleased to provide you with the 2009 Annual Report for Immunomic Therapeutics, Inc. (“ITI”). 
The year ended on a very high note with commitments to invest from 2 significant investment groups and with some extraordinary clinical data reported by our sub-licensee, the Geron Corporation (NASDAQ: GERN).  We also established a plan to expand the Company’s facilities in partnership with Franklin & Marshall College and set in motion the activities needed to run our first clinical trial.

The positive events in the 4th Quarter of 2009 compensated for what was an otherwise challenging year.  Coming into the start of the year, we were faced with perhaps the worst economic climate any of us had seen in our professional lives.  This put a tremendous strain on our ability to raise our stated goal of $2.5 million in an expeditious manner.  Fortunately, Management’s commitment to cost containment and capital efficiency enabled ITI to continue to make progress and reach important milestones in the face of limited investment dollars.

In March 2009, we held our second pre-IND meeting with the FDA with this meeting focusing on the Company’s innovative allergy therapeutic vaccine, JRC-LAMP-vax.  The FDA reviewed our data package and accepted it with limited comments.  As a result, ITI is now positioned to begin its pre-clinical manufacture and testing of this new approach to treating allergy.
A key element in any biotechnology business is the protection of its intellectual property.  The current core LAMP patent is, as I am sure you know, an issued patent, but we have been seeking a second patent that will extend protection out to 2022 based on an improved design – the Chimeric Vaccine patent.  In April 2009, this patent application received its first notice of allowance as the patent was issued in Australia.  We continue to work with the U.S. Patent Office and other patent offices around the world to ensure the timely issuance of this patent.  ITI has also been able to attract one of the top IP minds in the country in the form of Dr. Tama Copeman to head up our new IP Management Committee.  We believe this new effort will further reinforce our patent fortress and enhance the value of ITI.
In the clinic and in the research laboratory, LAMP continues to shine.  Geron reported preliminary results from their clinical trial applying LAMP as part of their GRNVAC1 immunotherapeutic vaccine to AML patients.  In what would appear to be very promising results, 14 of 20 individuals in the study remained in clinical remission at the interim study point, some as long as 20 months.  This is particularly encouraging in light of the fact that the normal mean time to relapse is 8 months.   This study will continue through 2010.  Other important papers were published from a variety of labs including an exciting new application as a rabies vaccine where the LAMP based formulation provided complete protection to dogs.

Of course our leading priority has been to attract new investment and to fund our clinical trials.  Led by our CFO, Mr. Bernard Rudnick, we made substantial progress to this end.  We agreed on terms with the Life Sciences Greenhouse of Central Pennsylvania and accepted significant investment from the Minority Angel Investment Network.  Additional efforts have positioned the Company to reach its funding goals in early 2010.
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We look forward to what promises to be a very exciting  2010 as we prepare for our first clinical study.  As always, all of us at Immunomic Therapeutics appreciate the support we receive from all of our investors.











Bill Hearl











President & CEO
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About Immunomic Therapeutics 

Immunomic Therapeutics, Inc. (ITI) was incorporated as a “C” corporation in the State of Maryland in 2005.  The Company, which is privately held, was formed to commercialize LAMP Vaccine Technology.   The Company has offices and facilities in Lancaster, Pennsylvania and Rockville, Maryland including a new laboratory located within Franklin & Marshall College (Lancaster) and a new Corporate Office located at Liberty Place (also in Lancster).   ITI  Laboratory of Molecular Biology is located in Rockville near the Shady Grove campus of Johns Hopkins University.
Immunomic Therapeutics, Inc. (ITI) is developing next generation vaccines based on proprietary LAMP technology, a novel approach to nucleic acid vaccines invented at Johns Hopkins University.  ITI owns the exclusive worldwide license to LAMP Technology. LAMP-vax™ vaccines activate the immune system through direct access of the MHC-II pathway in antigen presenting cells.   LAMP vaccines have been shown to induce both cytokine and T-helper activation resulting in a strong antibody responses and immunological memory while enhancing the level of cytotoxic T-cell activity normally characteristic of nucleic acid vaccines.  LAMP Technology holds the promise of bridging the performance gap for DNA vaccines.

ITI has identified allergy immunotherapy as a unique opportunity in the vaccine field and in particular for the development of LAMP-vax products.  The Company is in the process of advancing its first formulation into Phase I clinical studies, targeting Japanese red cedar, the number one allergy in Japan.  ITI expects to follow this initial product with additional vaccines targeting pollens and food allergens.

LAMP-based vaccines have been validated in a wide variety of applications including infectious disease (e.g., yellow fever, dengue fever & West Nile virus), HIV,  cancer (LAMP-telomerase in human Phase II clinical trials) and recently allergy (dust mite).   These studies have shown that an antigen/LAMP-vax vaccine initiates a Th1 response, B-cell and cytotoxic T-cell activation, and immunological memory, thus providing rationale for applying LAMP-vax to the treatment of a broad spectrum of allergic diseases.

Recent research applying LAMP-vax technology in a cancer application in two human clinical studies has been sponsored by our sub-licensee, the Geron Corporation (Nasdaq: GERN).    A Phase I study for prostate cancer was conducted at Duke University and there is an ongoing study for acute myeloid leukemia (AML) in six centers based at Washington University (St. Louis). In both studies, the patients received Geron’s GRNVAC1 as dendritic cell therapy.  Results not only showed that LAMP was safe, but also that these vaccines are able to interact and educate the host immune system to mobilize a response against the target. 
ITI is entering the estimated $20+ billion vaccine market (2009) and specifically the allergy immunotherapy market.  Currently estimated to be valued at over $1 billion, the allergy immunotherapy market is poised for dynamic growth with the availability of a product that is attractive to both patients and doctors.. It promises to perform much like the now $50 billion therapeutic antibody market, which grew at annual growth rate of 54% over the last 10 years.  The Company expects its initial product collaborations and licensing deals to lead to corporate revenues of at least $30 million by 2012.
Business Summary

Immunomic Therapeutics, Inc. (ITI) is a development stage biotechnology company with exceptional science that drives increased therapeutic value through enhanced DNA vaccine efficacy.  For our stage, we are unique in that we have multiple DNA vaccines, including those targeting prostate cancer, allergy (Japanese red cedar), therapeutic HIV and influenza in various stages of the clinical development pipeline.  The promise of our LAMP-vax Technology is to increase the effectiveness in immune response for DNA vaccines, while simplifying the overall vaccine design and delivery. There is both industry and clinical validation for this breakthrough science.  

The Geron Corporation (NASDAQ:GERN) entered into a license agreement with ITI for the LAMP platform for incorporation into its telomerase DNA vaccine (GRNVAC1) for treating hyperproliferative disease.  In the initial Phase I/II trials for GRNVAC1, conducted in a group of prostate cancer patients with metastatic disease, the LAMP-hTERT vaccine showed no adverse safety effects in the study patients, and demonstrated an increased improved human immune response. GRNVAC1 is currently completing a second Phase I/II clinical study for Acute Myelogenous Leukemia (AML) vaccine; results of the study are expected to be available by the end of 2009.  Both clinical evidence and commercial validation suggest that the LAMP platform holds the potential to enhance therapeutic efficacy of DNA vaccines in human and veterinary applications.   

ITI entered into an agreement with Genoa Biotecnologia, S.A. in 2007 to initiate a new clinical study for a therapeutic HIV vaccine, Argotom-HIV, based on the research of Dr. Tom August inventor of the LAMP vaccine technology.  The Phase I study will evaluate the responses of HIV infected individuals to a DNA vaccine immunotherapy that utilizes LAMP linked to 6 HIV antigens as protein chimeras, with the clinical efficacy goal of extending the period of low viral load and decreasing dependency on the toxic drug therapy these patients now necessary for disease management.  ITI successfully completed its pre-IND meeting with the FDA and is positioned to initiate the manufacturing and toxicology phases of the project.  The FDA feedback gained from this pre-IND meeting also provided a clear understanding of the regulatory and data requirements for the other LAMP-based DNA vaccines ITI is now developing that use multiple plasmids to cover multiple antigens which the FDA considers a single product. 
Also in 2008, the Company designed and formulated its first completely independently prepared vaccine targeting Japanese red cedar (also known as “sugi” in Japan and abbreviated as “JRC”).  This vaccine, JRC-LAMP-vax, has been evaluated in mice and was found to stimulate a strong IgG response as expected (not the allergenic IgE).  A clinical protocol to test this vaccine in occupationally exposed individuals in Texas has been submitted to the FDA and ITI will be holding a pre-IND meeting to discuss this study with the FDA in March, 2009.
Products Under Development
LAMP-vax for Japanese Red Cedar (JRC) & Short Ragweed (SRW)

Immunomic Therapeutics’ LAMPvax Allergy Vaccines are intended to demonstrate an effective and long-lasting solution to allergic rhinitis caused by Japanese red cedar or short ragweed pollen.  The products will be a plasmid DNA vaccine that will generate a specific Th1 – IgG response and in effect re-educate the immune system to recognize the allergenic proteins as antigens and thus mitigate the allergic response:  

JRC LAMP-vax is the Company’s first allergy vaccine targeting Japanese red cedar, a highly problematic allergenic pollen in Japan with over 25 million affected.  This vaccine has been designed and validated.  Animal studies to show immuno-reactivity are currently underway.  ITI is seeking a Japanese corporate partner to develop this vaccine in Japan under favorable terms. In Texas, antigens of Japanese red cedar (Cry J1 / J2) induce occupational allergic asthma in saw mill employees providing a orphan drug populations of patients available for immediate clinical study of allergens that are directly relevant to the patients in Japan.  ITI is now preparing to submit a pre-IND meeting request for occupational allergic asthma to conduct a Phase I safety study in workers in Texas saw mills and to file an Orphan Drug Designation, both of which could be transferred to potential Japanese partner. 

SRW LAMP-vax is the Company’s allergy vaccine targeting short ragweed and intended for the North American and European markets.  This vaccine will be used as a model for the FDA and is intended to develop a second generation formulations of a single vaccine targeted against grasses, weeds and trees.  Such a vaccine (containing multiple plasmids with different allergens) will ultimately address all of the major outdoor allergies in a single therapy regimen.

 In addition to the development of ITI’s DNA vaccines, the Company has entered into agreements to advance the commercialization of two additional targets which are not in ITI’s primary areas of focus:
GRNVAC1/2 is a LAMP – based vaccine being commercialized through a license agreement with the Geron Corporation (see www.geron.com for details).  This vaccine has been used in two clinical studies (prostate cancer and AML) and we anticipate its further development by Geron.  ITI will receive royalties and milestone payments from this product.

HIV-LAMP-vax    is the Company’s therapeutic anti-HIV vaccine.  This vaccine has been designed, validated, evaluated in animal models and is now entering the cGMP manufacturing phase.  We anticipate manufacturing to be completed by mid to late 2009 and the accompanying toxicology studies to be completed by year end enabling an IND submission in early 2010.  
Market Opportunity
We plan to enter the growing vaccine market ($12.5 billion in 2006, over $15 billion in 2007), targeting the nascent DNA vaccine segment ($1.2 billion addressable market) with ITI’s in-house vaccines for allergy and through the development of the licensed cancer and HIV vaccines,  GRNVAC1/2 & Argotom-VAX, whose data add value to our in-house programs. 

The vaccine market is now poised for major expansion, as evidenced by three new vaccines that are already having significant impact on the state of the market: first, Guardasil, the new vaccine for HPV and cervical cancer, is predicted to be a multi-billion dollar product; second, strong forecasts have followed the announcement of Dendreon’s therapeutic cancer vaccine; and third, Sanofi-Pasteur recently received approval for the first avian influenza vaccine, while Vical has announced a proof of concept Phase I/II influenza study and will be moving towards a Phase III.  These new products, combined with recent merger and acquisition activity in the sector, foreshadow a burgeoning market that could likely emulate the therapeutic antibody market segment.  This segment emerged commercially in 1997 and grew to over $50 billion by 2005, achieving an annual growth rate of 56%.  With the approval of Vical’s canine melanoma therapeutic DNA vaccine and some 50 human and animal DNA vaccines at various stages in the clinic, the vaccine market is on the cusp of a paradigm shift toward DNA therapeutics.

We have and will continue to earn revenue through application and therapeutic-specific licenses and collaborations that provide us with milestone payments, which support internal development without dilution. While initial and long term royalty revenues will come from partners, our internal development programs will capture significant value through the commercialization of our lead vaccines, targeting key allergy targets and in the future, influenza with its universal flu vaccine design.
Project Progress in 2009
Allergy Immunotherapy – JRC LAMP-vax & SRW LAMP-vax
ITI submitted a clinical trials plan to the FDA and held a pre-IND meeting to conduct Phase I human clinical trials for allergy immunotherapy treating cedar pollen.  The Agency reviewed the data packet and approved ITI to proceed with pre-clinical studies leading to an IND submission.
Cancer Immunotherapy – GRNVAC1 & GRNVAC2

In 2006, ITI licensed the Geron Corporation to use LAMP Technology in their novel cancer immunotherapy targeting the oncogenic protein Telomerase using a nucleic acid based therapy.  In December of this year, Geron announced interim results of its Phase II study in AML patients.  They reported that of those treated with the LAMP vaccine, 14 of 20 remained in clinical remission with a mean time in CR of 12 months.  The study will continue in 2010.
Therapeutic HIV Vaccine  - HIV-LAMP-vax  
Immunomic Therapeutics has developed a novel therapeutic HIV vaccine and has held a successful pre-IND meeting with the FDA.  The Company is seeking funding to support a Phase I/II clinical study.
Other Projects

ITI has submitted an SBIR proposal to treat peanut allergy using LAMP based immunotherapy.  The grant will be reviewed in 2010.
Funding & Finance
ITI is currently seeking a Pre- Series A / Angel Funding of approximately $2.6 million to fund the clinical studies for allergy immunotherapy up to Phase II (and possibly through Phase II).  Late in 2009, the Company signed a commitment letter with Wellfleet Capital (New York) to raise these funds using their best efforts.  The Company believes the full funding will close in the first half of 2010.

ITI has also been active attracting angel investment into the Company to support ongoing efforts with vaccine development and to provide working capital to expand business development activities.  Since inception, the Company has raised approximately $2,000,000 in equity and debt investment and $2,600,000 in collaborations and license deals.  These activities have enable ITI to continue to make steady progress against its business plan while preserving shareholder value.
A summary of the Financial Performance of the Company is given below along with forecasts to 2011.

Summary Financial Results / Projections
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 detailed financial statement is available upon request.

Corporate Developments & Management
The Company’s entrepreneurial drive and energy is derived from the dynamic leadership of its Chief Executive, Dr. William Hearl, an executive with over 20 years of experience in biotechnology and an active supporter of Maryland start-up companies.  The organization is supported by co-founder and Johns Hopkins Distinguished Professor, Dr. J. Thomas August, inventor of the LAMP technology.
In 2008, the Company was able to add Mr. Noel Doheny and Dr. Larry Weiner to the Business Advisory Panel and to the Scientific Advisory Board, respectively.  We believe their talents and expertise will be of great value to ITI in 2009 and beyond.
LEADERSHIP

•
Dr. William G. Hearl, Founder & Chief Executive Officer, Board of Directors
•
Mr. Bernard C. Rudnick, Chief Financial Officer

•
Dr. J. Thomas August, Scientific Founder

•
Dr. Teri Jones Heiland, Vice President, Research & Development 

•
Dr. Bruce F. Mackler, Senior Advisor for Regulatory Affairs

•
Mr. James Wishart, Chief Financial Officer, Board of Directors

William Hearl, Ph.D.

Dr. William Hearl, the founder of ITI, is an experienced and successful scientific businessman and entrepreneur.  He worked closely with Dr. Tom August, Capital Genomix and Johns Hopkins University to capture the LAMP technology for ITI and start operations in 2006.  His extensive experience in intellectual property management and business development led to the speedy sub-license of the LAMP technology to Geron within 30 days of initiating operations.  

Dr. Hearl is also the founder of Capital Genomix (CGI), a Maryland-based biomarker and drug discovery company and served as its first CEO from inception in 2000 until late 2002 when he assumed the role of Chief Scientific Officer.  Dr. Hearl raised seed and Series A & B funding for CGI (~$5 million in cash/debt) and acquired the Dynex  Technologies division of Thermo in a leverage acquisition deal.  (Dynex was subsequently divested yielding a 10-fold return to the Company).   He is also responsible for the acquisition and development of the core technologies of  Capital Genomix: GeneSystem320 was licensed exclusively from MD Anderson Cancer Center and the ImmunoMouse was invented by Dr. Hearl.   Dr. Hearl has a Ph.D. in biochemistry from the University of Tennessee (Oak Ridge, Knoxville) and a B.S. from East Tennessee State University

Bernard C. Rudnick

Bernard C. Rudnick is Founder and Executive Vice President of KSR Associates, LLC. He has 35 years of experience in executive-level strategy, finance, and management. He has held positions of CEO, COO, President, and Executive Vice President in a number of companies, and has been instrumental as a financial advisor to many more. He founded West Consumer Electronics, a business with revenues exceeding $60 million that achieved market leadership under his control.Mr. Rudnick has substantial experience investing and guiding investments in entrepreneurial companies and has led or co-led capital formation totaling over $270 million in the past several years. He is a founding member and principal of Diamond State Ventures, and has served on many corporate, charitable and governmental boards throughout his career.   He has assumed multiple interim management positions while guiding companies through transition. Examples of this include interim CFO of AudioAudit and CEO of CA Technology Inc.  Mr. Rudnick earned his BS in Biochemistry from Pennsylvania State University and was conferred a postgraduate degree in administration at Northwood University. His educational development work has included presentations to the Wharton Executive MBA alumni group as well as guest lectures at Weidner University. 

J. Thomas August, M.D. 

Dr. J. Thomas August is a Distinguished Professor at the Department of pharmacology at Johns Hopkins University School of Medicine and is the inventor of the LAMP Technology.  Dr. August started his career with a medical degree from Stanford University and trained in medicine as the resident house physician to Sir Stanley Davidson at the University of Edinburgh. His early academic appointments included Assistant Professor of Medicine, Stanford University School of Medicine; Associate Professor of Medicine assigned to Microbiology, New York University School of Medicine and Chairman, Department of Molecular Biology and Director, Division of Biological Sciences, Albert Einstein College of Medicine.

In 1976 Dr. August was appointed Director of Pharmacology and Experimental Therapeutics at Johns Hopkins University School of Medicine.  The focus of August research at Johns Hopkins included the use of monoclonal antibodies to identify cellular proteins including discovery in 1980 of a family of lysosome associated membrane proteins (and).  Several laboratories with antibodies to LAMP showed its colocalization with the major histocompatibility class II (MHC-II) proteins that acts to deliver the antigenic peptide units of proteins to helper T cells.  This finding prompted the development of DNA vaccines encoding antigen proteins as LAMP chimeras areas in order to target and enhance the delivery of the antigens to the helper T cell pathway.  This research continues novel epitope-based vaccines to several viral pathogens including HIV, dengue, influenza, West Nile and others.  Dr. August honors include appointments as a Markley Scholar in Medical Sciences; Fellow, John Simon Guggenheim Memorial Foundation; Fellow, Balliol College at Oxford University, Adjunct Professor of Medicine, National University of Singapore and an  R37 NIAID Merit Award for HIV vaccine research.

Teri Jones Heiland, Ph.D.

Dr. Heiland is currently the Vice President of Research and Development at ITI and was one of the founding employees of the Company.   Dr. Heiland is an experienced molecular biologist and holds multiple patents in the field of genomics.   Prior to assuming the post as Vice President at ITI, Dr. Heiland led multiple research teams at Capital Genomix developing and validating GeneSystem320 and applying this technology to identify biomarkers associated with cancer. She has also worked closely with the development of the ImmunoMouse and is an expert in molecular biology and genomic analysis.    Prior to joining Capital Genomix, Dr. Heiland worked as a senior scientist in R&D at Kirkegaard & Perry Labs (KPL) where she spent four years as a project leader on development and commercialization of six major kits and she was responsible for the utilization of GS320 with both cytokine and HIV 

model systems.  She has facilitated the optimization of the GS320 assay and has been involved in work involving eukaryotic gene regulation since 1989.  She has expertise in the fields of signal transduction, amphibian development, and gene regulation.  Dr. Heiland is primary author on a number of publications that utilized extensive work with mRNA and cDNA and assays such as RT-PCR, RNAse Protection Assays, Northern Blotting, and library cloning and screening.  Dr. Heiland obtained her Ph.D. in molecular biology at the University of Missouri-Columbia in 1993.  Dr Heiland also currently has an appointment at Johns Hopkins University as a Visiting Scientist.

Bruce F. Mackler, Ph.D., J.D.

Dr. Mackler’s 27 years of FDA legal/regulatory experience in biomedical products includes biologics, drugs, medical and in vitro diagnostic devices, manufactured by traditional and biotechnology processes (recombinant proteins, genomics, allergens, active and passive vaccines, cell and gene therapy).  Dr. Mackler has advised financial groups on integrated FDA, technical and business issues, when performing due diligence assessments on biomedical opportunities prior to their making initial investments and during bridging. These due diligence activities integrate his business acumen from working in sales/manufacturing in a family textile business, owning and managing several bioservice businesses and being an university/NIH researcher for 15 years, prior to his 27 years in a FDA legal/regulatory practice with premier law firms. He has founded biomedical companies, established and implemented their regulatory strategies and also assisted in securing early stage funding.  

Dr Mackler has a Ph.D. and M.S. in the area of Immunology/Microbiology and has authored more than 100 published scientific papers and abstracts in immunology, immunopathology, allergy and diseases, as well as numerous additional articles and briefing papers on FDA and FDA-related legal and regulatory issues.  Dr. Mackler has advised clients and venture capital groups on FDA regulatory approval strategies for their portfolio companies, regulatory/quality problems regarding establishing manufacturing facilities and how to effectively initiate product development and interact with FDA.  

Dr. Mackler has experience drafting and evaluating numerous FDA regulatory documents (e.g., INDs/NDAs, DMFs, and BLAs, Accelerated and Fast Track Approvals, Orphan Drug Designation applications. He has, as a U.S. agent, held IDEs/INDs and secured Treatment-INDs with substantial cost reimbursement, and has written successful Orphan Drug Development/SBIR grants and Designation applications; therefore, he is familiar with the nuances of these regulatory procedures.  

Dr. Mackler received his J.D. from the South Texas College of Law (magna cum laude, 1979), his Ph.D. (Immunology/Microbiology) from the University of Oregon Medical School (1970), his M.S. (Immunology/Microbiology) from the Pennsylvania State University (1965), and his B.A. (Biology) from Temple University (1964).  He was a member of the District of Columbia Bar, and was admitted to practice before the Federal District and Appeals Court and before the U.S. Supreme Court.  Dr. Mackler founded and grew the Association of Biotechnology Companies (ABC) into over 250 members, before it merged to form the current Biotechnology Industry Organization (BIO). 

James W. Wishart 

James W. Wishart has been the President, CEO and a Director of Capital Genomix since 2002. Prior to 2002, Mr. Wishart was the founder of Odyssey Diagnostics Inc.,and has served as the CEO of Odyssey Diagnostics Inc. since its inception in 2001. Duuring 2002, he facilitated the merger of Odyssey Diagnostics, Inc. and Capital Genomix, Inc.  From 1997 to 2001, he served as the President and Chief Executive Officer of DYNEX Technologies, Inc., which was a wholly owned subsidiary of Thermo Electron Corp., a $5.4 billion public company (NYSE Symbol: TMO).  While with DYNEX, Mr. Wishart played an instrumental role in helping the company achieve $30 million in sales.  From 1993 to 1997, Mr. Wishart served as the President and Chief Executive Officer of Spectra-Tech, Inc., a subsidiary of Thermo Optek Corp., a $250 million public company (AMEX Symbol: TOC), and a worldwide leader in the development, manufacturing and marketing of FTIR microscopes, FTIR accessories and software for the analytical instrumentation market.  Mr. Wishart received his BS degree from Geneva College and has served on several Boards of Directors, including those of Thermo BioAnalysis, Ltd., DYNEX Technologies, Inc., Spectra-Tech, Inc., and S.P. Japan, Inc. Board of Directors.

BOARD OF DIRECTORS

•
William G. Hearl, Ph.D. (see bio above)

•
Charles V. Grudzinskas, Ph.D.

•
W. Barry McDonald

•
Bruce F. Mackler, Ph.D., J.D. (see bio above)

•
James W. Wishart   (see bio above)

Charles V. Grudzinskas, Ph.D. 

Dr. Charles Grudzinskas is a Co-Founder and Principal in NDA Partners, LLC, an organization that delivers value through a unique combination of premier drug development expertise, strategic advice and proven clinical development and management practices that lead to rapid, efficient, effective and economical development and commercialization.  Dr. Grudzinskas is a consultant to the Center for Drug Development Science (CDDS) at Georgetown University Medical Center and to MdBio, an organization that is dedicated to assisting bioscience companies become successful in Maryland.  Dr. Grudzinskas also consults on the strategy and tactics of drug development, regulatory strategies and program management, working across the full range of emerging and mature companies and is called upon frequently to assist both large and small companies prepare for FDA meetings.  Dr. Grudzinskas is an Adjunct Professor in the Department of Pharmacology at Georgetown University.  

W. Barry McDonald

In over 30 years in healthcare, Mr. McDonald has held executive management positions with U.S., European and Japanese health care companies which include venture-funded start-ups, mid-size independent companies and subsidiaries of international health care conglomerates.   His experience encompasses a broad range of human diagnostics and biotechnology products, services and markets worldwide. Among his management experiences and capabilities are general management skills, acquisition, divestiture, corporate alliance expertise, technology assessments, strategic planning, and development of supply chain delivery and service networks to global health care markets and sectors. 

Prior to joining The Sage Group, Mr. McDonald was President and CEO of MAST/Hitachi and simultaneously headed an executive staff within Hitachi Chemical corporate, which was responsible for new technology assessments, acquisitions, and business development activities for Hitachi Chemical's life sciences business worldwide. Previously, he was with Hycor Biomedical, as Senior Vice-President of Sales, Marketing and Business Development, where he was instrumental in establishing a new strategic direction for the company, and developing its global distribution network and in acquiring two companies, which expanded Hycor's business globally.

Mr. McDonald's entrepreneurial experience was gained as President and CEO of Photest Diagnostics, a company concentrating on novel, homogeneous fluorescent immunoassays for the point-of-care (POC) market. As a venture capital backed emerging company, he was responsible for the turn around in Photest, commercialization of its technology, and its ultimate sale to a European corporation.  He was also Executive Vice President, General Manager and a member of the Board of Directors of Boots Celltech Diagnostics, Inc., a joint venture between the large British company Boots and Celltech, a British-based biotechnology company. In this position, he led the start-up company's product development and U.S. FDA registrations resulting in launch of its first products, and was instrumental in negotiating the sale of the company's products and technologies to two separate U.S. companies.  Mr. McDonald's academic experiences include an M.D./Ph.D. program at the University of Kentucky, Albert Chandler Medical School, an M.S. in Microbiology and Genetics and a B.S. in Biochemistry and pre-med from The University of Southern Mississippi.

BUSINESS ADVISORY BOARD

•
Dr. Roscoe Moore

•
Mr. Robert Rager

Roscoe M. Moore, JR., D.V.M., Ph.D., D.Sc.

Former Assistant United States Surgeon General and

Rear Admiral, United States Public Health Service (Retired)

Until his retirement in December 2003, Dr. Roscoe M. Moore, Jr. served with the United States Department of Health and Human Services (HHS) and was for the last twelve years of his career the principal person responsible for development support within the Office of the Secretary, HHS, with primary emphasis on Continental Africa and other less developed countries of the world (e.g., Indonesia, Malaysia, and Vietnam).  He was the principal liaison person between the HHS and Ministries of Health in Africa with regard to the development of infrastructure and technical support for the delivery of preventive and curative health needs for the continent.   Dr. Moore received his undergraduate and Doctor of Veterinary Medicine degrees from Tuskegee Institute; his Master of Public Health degree in Epidemiology from the University of Michigan; and his Doctor of Philosophy degree in Epidemiology from the Johns Hopkins University. He was awarded the Honorary Doctor of Science degree in recognition of his distinguished public health career by Tuskegee University.

Dr. Moore was a career officer within the Commissioned Corps of the United States Public Health Service (USPHS) entering with the U.S. National Institutes of Health and rising to the rank of Assistant United States Surgeon General (Rear Admiral, USPHS) within the Office of the Secretary, HHS. He was selected as Chief Veterinary Medical Officer, USPHS by Surgeon General C. Everett Koop. Dr. Moore served as an Epidemic Intelligence Service Officer with the U.S. Centers for Disease Control and Prevention.  Dr. Moore has conducted clinical research on infectious diseases such as Venezuelan equine encephalitis, tuberculosis, listeriosis, psittacosis, human Orf, malaria, and HIV/AIDS. He has carried out epidemiological research on a number of chronic and molecular diseases, for example, lead toxicosis, occupational and environmental cancers, and sickle cell disease.  He has evaluated the safety and effectiveness of medical devices, and conducted relevant epidemiological research on the utilization experience and human health effects of medical devices and radiation. Dr. Moore has written or co-authored over 100 publications covering a broad range of public health issues. 

Robert Rager
Mr.  Robert Rager is Founder and President of Practical Memory Institute, LTD, a bio-behavioral health company developing proprietary programs for human memory fitness from NIH funded research.   A former General Electric Presidential Exchange Executive serving in the USDA’s Foreign Agricultural Service, Mr. Rager has over 30 years of business and venture management experience with companies including General Electric, Project Software & Development, Inc., Potomac Industries, Ltd., Compact Disc Incorporated and Practical Memory Institute, LTD.  Mr. Rager earned a BA in Chemistry from Hunter College of the City University of New York, holds patents in computer diskette storage devices and has served as Principal Investigator for over 15 Small Business Innovation Research (SBIR) grants awarded by various NIH Institutes.
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