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SECTION 1. INTRODUCTION

1.1 Economic Environment

Georgia has seen very strong economic growth in recent years.  Since 2003, the average GDP growth rate has been 9%. Additionally, FDI inflows have been increasing as well, and are predicted to reach USD 2 billion in 2007.

1.2 Political/Social

Since the Rose Revolution, the Georgian government has undertaken a sweeping series of pro-business reforms. In 2006-2007, Georgia was named the World’s Number 5 Economic Reformer by the World Bank
, and the Heritage Foundation has ranked Georgia’s labor laws as the most liberal in the World. 

Georgia enjoys GSP+ status with Europe and Turkey, permitting it to export the following building materials duty free: Portland cement, earth brick cement, slag cement, super-sulphate cement and analogous hydraulic cements, dyed or un-dyed, ready or in the form of clickers (code 2523).

SECTION 2. SECTOR EXECUTIVE SUMMARY 

The international market for pharmaceuticals suggests that there are tremendous prospects for growth in Georgia, as companies expand into emerging markets and increasingly outsource research and development of select activities. The industry is labor intensive, knowledge based, export oriented, has high investment levels, uses Georgia’s intellectual strengths and allows Georgia to be one of the hubs in the wheel of pharmaceutical production and services in the Black Sea region. It fits with Georgia’s investment strategy which is to “attract technologically-advanced and export-oriented efficiency-seeking foreign direct investments.”

Global Sales of Pharmaceuticals (mill. USD)
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Source: IMS Health Market Prognosis (includes IMS Audited and Unaudited Markets).

Total spending on healthcare in general in Georgia in 2006 was approximately one billion lari ($602,409,000 million), 30% spent on drugs; healthcare minus drug was 600 million lari. There is unique opportunity for foreign and domestic investors to have a significant market emerge in the private sector in such a short time period with the following new private sector players:

· New hospital and primary healthcare providers

· New insurance sector providers/firms and novel healthcare private systems

· Novel healthcare financial system emerging

· Strong domestic pharmaceutical production companies from major industrial groups

There is a very strong demand in Georgia today for state of the art medical equipment and brand pharmaceuticals. However, in a country where government funds only a limited amount of primary healthcare programs at the present time and where half the population lives below the poverty level, a clear gap arises between demand and reality for a large proportion of the Georgian citizens. Also many challenges with the new emerging healthcare system involve standards, logistics, distribution, public understanding and updated medical and technical skills set. 

In medical equipment, the demand for disposables is significant due to the loss last year of the Russian suppliers. In pharmaceuticals the trend to generic drugs, due to many market factors, may provide Georgia with a niche opportunity. The UK market for generics only is 2.4 billion pounds a year. Worldwide, many of the best selling drugs with 20-year protection on patents are beginning to expire. Regarding the U.S. market, the following quote in from August 8th, 2007 article from the New York Times entitled “More Generics Slow the Surge in Drug Prices”: 

“The nation (U.S.) currently spends $275 billion a year on prescription medicines. But over the next five years, analysts forecast a golden era for generic drugs, as patents begin to expire on brand-name medications with more than $60 billion in combined annual sales. That will open the door to copycats (generic drugs) that may be 30% - 80% cheaper……Ronny Gal, an analyst for Sanford C. Bernstein who follows generic companies like Teva Pharmaceutical Industries, Barr Pharmaceuticals and Mylan Laboratories, predicts 10-13% annual profit growth in the industry by 2010. He describes the generic trend as “good for everyone but the branded pharmaceutical companies.”

SECTION 3.  SECTOR SEGMENTS

Pharmaceuticals in Georgia

The pharmaceutical/medical equipment & services sector in Georgia is estimated at approximately $120 million dollars output in 2006. The industry is considered small by international standards, but should be looked at by investors not just in terms of the Georgian market, from a Caucasus, Black Sea, Russia, Central Asian, Balkans and EU countries, with a potential one billion person market. Drug and pharmaceutical imports into Georgia are approximately $131 million for the ten months of 2007 (Jan.-Oct.)
. Georgia has the highest consumption in the region of pharmaceutical production. The local industry in pharmaceuticals is dominated by three companies: PSP, Aversi and GPC. At the present time many drugs in Georgia may be purchased in drugstores without a doctor’s prescription.

According to the Ministry of Labor, Health and Social Affairs, the World Health Organization in 2005 did an evaluation of the pharmaceutical per capita spending and ranked Georgia with Romania, Armenia, Belarus, Ukraine and Kazakhstan with a US $10-20 per capita spending. A separate Drug Agency (www.gda.ge) was established to handle pharmaceuticals, combining 4 or 5 separate organizations into one Drug Agency, under the Ministry of Health.  Separate systems for approved drugs and those requiring approval were initiated.

The pharmaceutical industry today in Georgia is emerging and promises significant future investment and job creation over the long term, especially when combined with the “strategic location” advantage that Georgia has as the hub between Europe and Asia. Clearly, the beginnings of an industry are emerging, as evidenced by the factors outlined in the following chart.


Georgian Exports of Pharmaceuticals

	year
	amount exported

	2007 (10 months)
	USD 21,783,000

	2006
	USD 9,652,700

	2005
	USD 4,009,000

	2004
	USD 2,622,400

	2003
	USD 2,948,500


Source: Department of Statistics
Georgian Imports of Pharmaceuticals
	YEAR
	AMOUNT IMPORTED

	2007 (10 months)
	USD 131,703,700

	2006
	USD 124,236,400

	2005
	USD 104,961,100

	2004
	USD 90,403,100

	2003
	USD 75,232,100


Source: Department of Statistics

Global Imports to Georgia 



Source: Ministry of Labor, Health and Social Affairs

This chart of imports indicates a strong desire on the part of the Georgian consumer of pharmaceutical products for brand names, which was verified by various conversations with key Georgians stakeholders in the preparation of this overview. However, much of the pharmaceuticals produced in Georgia is imported by “bulk” category, and then drugs produced, not as pharmaceuticals. Ten percent of the total air cargo of 6500 tons going through Tbilisi is in pharmaceutical products.

A new Ministry of Labor, Health and Social Affairs concept paper on Drug Policy and State Functions applies regulatory streamlining proposals to reduce pharmaceutical costs and make them more accessible for Georgian citizens, particularly in the regions. The major points include:

· Market authorization will be automatically granted, through a registry, to pharmaceutical products that have been approved by global agencies in highly developed countries, such as US Food & Drug Administration, European EMEA and the Japanese certification agencies. The goal is to provide the latest medicines at reduced costs. This requires legislative action.  

· The policy replaces 3 types of drugstore permits with one and will improve access to drugs in remote regions, through outpatient service providers and additional strategies drugs.  

· The registration certificate required now for all imports and exports of excise goods may be removed.
Corresponding amendments to the Law of Georgia on Pharmaceutical Production are currently being discussed in the Parliament and are to be adopted in the Spring 2008 Session of the supreme legislature. 
Georgian Local Market

The Ministry of Economic Development of Georgia, Statistics Department, as of 2005 states the following increase in dollars value of local production of pharmaceuticals:

	YEAR
	LOCAL PRODUCTION AMOUNT

	2001
	$2,574.096.00

	2002
	$2,555,422.00

	2003
	$3,318,072.00

	2004
	$5,466.867.00

	2005
	$7,653,434.00

	2006
	$13,807,500.00

	2007 (3 quarters)
	$14,898,700.00


Corresponding private data indicated that the number of companies producing pharmaceutical products in Georgia rose from 16 in 2000 to 73 in 2005. 

Research Institutes & Drug Testing in Georgia

Numerous small blurbs in newspapers indicate drug testing activity in Georgia, primarily through Tbilisi State Medical University with well-known global pharmaceutical companies. Georgia is a member of the Global Multi Drug Process Investigation and Testing Organization.

Just to cite one example, in an article in Georgia Today June 29-July 5, 2007 Issue, entitled “First Echocardiography School opens”, it was announced that the Black Sea Echocardiography School of Professor Raimund Erbel, a world famous professor of cardiology at Essen University in Germany, will open at Tbilisi State University. Dr. Erbel played a vital role in developing the science of cardiology in Western Europe. The honorary chairman of the school will be Giorgi Menabde, Rector of the Tbilisi State Medical University. The echocardiography school is being created with the support of the Georgian Association of Cardiologists and Levan Metreveli, a famous Georgian cardiologist working in Germany. 

This is an area which is duplicated today in Georgia in many medical fields, such as heart transplant, plastic surgery, back surgery and many more. Further research and investigation and data collection would be needed.

Medical Equipment in Georgia  

Data from the Revenue Service of the Ministry of Finance, indicates that the export of medical equipment from Georgia in the past few years is insignificant (less than one million lari), which correlates with information gained from interviews with experts in the field. The medical equipment field, unlike pharmaceuticals, does not appear to be leading to any significant industrial base at the moment.

However, there does appear to be significant market demand in Georgia for “disposables” medical equipment, such as gloves, syringes, needles, IV sets, catheters, tape, dressing, rubber gloves, tubes, blood collection and sampling kits, etc.  

Major medical importers are General Electric, Philips, Siemens and Toshiba Medical Systems, who all have established medical distribution systems in Georgia...  

Medical Equipment Imports to Georgia from www.statistics.ge 

	YEAR        
	EQUIPMENT IMPORT AMOUNT

	2006
	$29,779,796

	2005
	$28,002,777

	2004
	$14,595,413

	2003
	$10,616,810


Medical Services in Georgia
The market in medical services in Georgia is certain undergoing significant structural, provider and financing changes with the privatization of 100 hospitals and introduction in 2008 of a totally new voucher system of private health insurance for the medically indigent.  

Hospital Privatization:

A new Government of Georgia initiative, under the Ministry of Labour, Health and Social Affairs and the Ministry of Economic Development, will privatize 100 hospitals of Georgia in 2007 & 2008. The decree #11 is dated January 26, 2007 and includes the physical rehabilitation of old hospitals, construction of new hospitals, including catastrophic emergency care. This is a plan for hospital sector development in Georgia which will take 5-7 years to make all hospitals new and modern. It is a visionary and new business line in hospital management for tender winners.   Their unique tender approach includes:

· The investor for each hospital will be allocated an Old Site and New Site. The Old Site will sell for a nominal amount and the investor provide a legal function on the property and it will be kept as his private property. The investor must build a new hospital on the New Site.

· On the New Site, where the investor must build a new hospital and maintain as a hospital for 7 years, the hospital must be fully equipped. The medical equipment does not have to be new; it can be 2nd hand, if it meets certain specific conditions.

· There are several stages in this plan and standards for quality, geographical distribution, multi-profile hospitals and access requirements for urban and rural areas of Georgia. Investors will be held to high quality equipment, building and financial standards.

Medical Insurance in Georgia
Recent polls indicate that after employment, healthcare and healthcare financing are the most important issues to the Georgian public. Voluntary private health insurance covers approximately 150,000 Georgians and today it is all employer related coverage to corporations; only one company, Aldagi-BCI, sells to the public and consumer market.

The government plans for medical coverage will be only for those in poverty and it will be completely means tested, based on a database of economic need from the government. 

According to experts in the Georgian insurance industry, by 2008 all 1.5 million people in the government database of those in poverty will be able to purchase health insurance from their vouchers and all financial flows will be privatized. This could be a 150-200 million lari market with a potential for 1 billion lari in 5 years.  Certain estimates indicate a national healthcare account of approximately 1 billion lari in 2006, with only 150 million lari in government spending; therefore, with 20 million lari in private health insurance premium income, a balance of 800 million lari out-of-pocket spending by Georgian citizens.

Today’s insurance companies in Georgia are designed to serve their corporate clients based on their small and specialized scale. The new emerging system will require new health insurance companies with strong internal controls, improved underwriting, strong actuarial focus, a strong back-up system and strong sales and marketing employees and strategies.

SECTION 4. SKILLS DATABASE & FACILITIES IN GEORGIA

The loss of more highly qualified workers from 1991 through 2004, the degradation of the value of certain formal education qualifications in the 1990’s, a rapid expansion of imports with small corresponding job creation, the large informal market in Georgia and other factors have had an adverse effect on the country’s skill mix. The Labor Code reform making Georgia one of the most flexible labor markets in the world, along with the upgrading of the vocational, professional and university training have helped to stem the tide of rising unemployment and emigration from Georgia. The total labor force is estimated at 2.1 million.

Although this Sector is economically vibrant, it is undergoing intensive enterprise restructuring with highly educated medical personnel in Georgia requiring practical modern skills and in the Georgians living overseas returning to Georgia due to improved economic situation.  The challenge is to target these skills to the modern, practical healthcare systems, standards and procedures of the developed countries.

Skills Shortages:

According to several USAID, World Bank and EBRD studies and employer surveys, skills shortages, mismatches and gaps are important factors and constraints in job creation and hiring, especially in modern and technical firms, such as the pharmaceutical and medical sectors. This is both a constraint and opportunity because public and private stakeholders in Georgia now recognize the need for more targeted training. Many doctors have moved into the pharmaceutical areas. 

By agreeing to a time-table for reaching the standards required of the Bologna Protocols by 2010, Georgian authorities have tied their education system’s performance to an externally recognized and accepted set of criteria.   

In the pharmaceutical field, there is a consensus that today there is a significant need for training more pharmacists in all parts of Georgia, updating of all medical fields by modern medical systems and procedures and a total crash program by the Government of Georgia and private sector training organizations to supply the skills needed for the level of activity and future investment in Georgia.

	skills/facility
	           number

	   Hospitals
	                244

	   Hospital Beds
	            16,500

	   Medical Doctors
	            20,600

	   Nurses or Nurse Aides
	            20,200

	Source: Department of Statistics, 2006

	   Pharmacists
	     984

	   Clinics doing medical research
	                   18

	   Individual Outpatient Clinics
	                  686

	Source: Ministry of Labor, Health and Social Affairs, 2005


There are 2,000 licensed pharmacies in Georgia, according to the Drug Agency, all of which are carefully monitored on a regular basis by the Agency.

The World Bank Doing Business database, available at http://www.doingbusiness.org ranks Georgia in 2007 as 18th out of 178 countries in terms of ease of doing business, indicating a rather flexible labor force with one out of every five jobs created by newly established firms. Georgia offers the world’s most literate workforce – Georgia leads the world on the Adult Literacy Rate indicator of the 2006 Human Development Index produced by UNDP. The country’s new Labor Code has been hailed as one of the world’s best.   

Major Domestic Players:

PSP www.psp.ge is the largest pharmaceutical manufacturer in the Caucasus region. It combines advanced technology in manufacturing and effective and substantial marketing and advertising. PSP was founded in 1995 as a distribution company for European pharmaceuticals in Georgia. PSP has cooperative agreements and imports drugs from over 150 different global companies, such Refarmed Chemicals, EPO, Linnea and Concept Heidelberg. PSP has a chain of 1,000 pharmacies (30% of the Georgian market), publishes a medical magazine (“Our Health”) and created a subsidiary, GMP www.gmp.ge which produces pharmaceuticals for the domestic and regional market. They have a research and development division and have succeeded in achieving high international drug standards.  Estimates of the market share of the pharmaceutical imports to Georgia are 24-28%. GMP is a holder the GMP (Good Manufacturing Practice) certificate and ISO 9000-9001 quality certificate. 

Aversi (approximately 2000 employees) www.aversi.ge was founded in 1994, have over 80 companies as pharmaceutical suppliers from over 35 countries, a chain of drugstores and clinics. Some of its well known partners are GlaxoSmithKline, Aventis, Bayer, etc. Aversi has over 125 drug stores. Aversi’s subsidiary in pharmaceutical production, Aversi-Rational, has achieved the internationally recognized European GMP (Good Manufacturing Practice) standard and exports to the Caucasus and Central Asia. Aversi-Rational completed ISO standards in cooperation with TUV Industrie Service. They produce over 50 medicines of 31 varieties.  Estimates of the market share of the pharmaceutical imports to Georgia are 34-38%.

GPC www.gpc.ge was founded in 1995, represents many leading global firms, like Pfizer, MSD, Schering Plough, etc. in Georgia and owns a group of drugstores and clinics. Its production includes pharmaceuticals, hygiene and beauty products as well as baby care products and mineral water...  Estimates of market share of the pharmaceutical imports to Georgia are 12-15%.

The organizational structure of the 3 above mentioned firms is similar to the industrial grouping structure of the Japanese and Korean large trading companies. They are vertically integrated, designed with diversified interests with subsidiaries created for pharmaceutical production, a chain of drug stores, large distribution networks, hygiene and beauty products, and linkages with some of the best brand names in the world. All the above firms actively participate in State Tenders and medical restructuring initiatives by the Government of Georgia.  Almost 80% of the drugs displayed in the pharmacies come from imports.  

People’s Drugstore and 36.6 are new entrants to the market.  

Curatio International Foundation (CIF) www.curatiofoundation.org is a non-profit NGO, established in 1994, dedicated to reforming health systems in Georgia and transition countries of CIS in the fields of healthcare policy, systems, financial, information and management systems, specific health initiatives and project/program design. CIF has implemented over 100 projects for the leading global international and bilateral institutions such as World Bank, USAID, DFID, SIDA, UN agencies, etc.  

There are two western-standard medical clinics in Tbilisi: Medi-Club, Georgia (www.mcg.com.ge) and International Medical Support Services (http://www.imss.ge/services.html). 

SECTION 5. SECTOR COMPARATIVE ADVANTAGE

Comparative advantage, or corporate location decision factors, is analyzed by many different factors, utilizing various benchmarks. Some are: 

	factors  for Investor
	factors for georgia

	Size and Access to Market
	Potential to strengthen Georgian value chains, add value & strategic linkages

	Availability of Raw Materials/Inputs
	Employment/job creation potential

	Availability of land and private property
	Skills set match

	Availability & Cost of Trainable Labor
	Technology and innovation transfer

	Quality & Availability of Infrastructure
	Strengthen local firms ability to compete internationally

	Intellectual Property Protection
	Contribute to the rehabilitation of Georgia’s infrastructure

	Export and re-export potential
	Export and re-export potential


Georgia boasts a strong medical industry: pharmacists, doctors, etc. Culturally, the sciences (especially medical) are given high priority in the education system and Georgia is already considered among the best value for money in medicine. Many medical staff are trained in the OECD countries, returning to Georgia for cultural reasons. However, there is a significant skills shortage especially in the practical applications of systems in pharmaceuticals and healthcare in general. Staff has good theoretical backgrounds, but not up to date modern advanced technological backgrounds.

Comparative Advantage for Georgia must always be described and analyzed by not only the Georgian market, but the Caucasus (16 million) countries, Central Asian (50 million) countries, Balkans (55 million) countries, Turkey and Iran (143 million). This applies to investment, trade, distribution as a cargo and passenger hub, connecting point between Europe and Asia. Please see GNIA Transportation and Logistics Overview in this website.

There are several different opinions on whether there is a need for further structures for certification of pharmaceuticals and medical equipment in Georgia. All the current testing organizations are private. A common attitude among many public and private sector leaders is: “…if the FDA, European or Japanese certification agencies do not think the drug is suitable for their population, why would we want to give it to our Georgian citizens?”

Georgia has been a member of the WTO since 2000 and in 2007 began the process of concluding a Free Trade Agreement with the U.S. Georgian intellectual property laws are consistent with WTO requirements, however, implementation remains problematic at times and in certain areas.

SECTION 6. SECTOR STRENGTHS, WEAKNESSES & OPPORTUNITIES 

	Strengths:

· Quality of Georgia’s Reforms in health field.

· High Educational level of Georgians

· History of high quality medical research, care & service.

· Good legislative healthcare and IP protection base.

· Potential for regional distribution of drugs and medical equipment in Georgia, Caucasus, Black Sea Area.

· Most flexible labor market in the region due to regulatory policies in Labor Code. 

· Strong effort in public and private training, educational, university systems to provide modern updated skills.

· Investment opportunities in privatized hospital system and new health insurance market for those in poverty

· New law on SEZ’s to re-export if adequate pharmaceutical production.

· Key local players in pharmaceuticals have strong global alliances and partners.

· In Georgia, contrary to regional neighbors, firms can register a drug in English, French or German; registration in Georgian is not required.

· Good relations with Armenia, Turkey and Azerbaijan contributes to better warehousing potential.


	Weaknesses:

· Major reforms new; understanding and implementation by all stakeholders not accomplished.

· Enforcement of intellectual property rights uneven.

· Low per capita income and spending power to utilize high cost medical and drug products.

· Skill shortages in sector, i.e. pharmacists.

· Uncertainty about regulatory practices.

· Electrical shortages & cost; transportation network.

· Infrastructure development in new SEZ’s.

· Shadow market & smuggled drugs.

· Falsified and expired medicines in bazaars.

· Lack of systems and procedures for maintenance of new medical equipment.

· Cost structure in medical equipment not related to market, maintenance or replacement costs.

· Lack of information and transparency in pricing structure of pharmaceuticals.

· No prescription required for most drugs.


Investor Opportunities in Georgia: 

1. Hospital privatization (See page 6 on Hospital Privatization)

2. Turn key projects for medical equipment where the facility is required to be fully equipped upon completion, including emergency care.

3. Fly in Medical Care (from developing for quality; from developed for cost). 

4. Pharmaceutical Production with distribution to Caucasus, Black Sea, etc. Central Asia, Balkans

5. Participation by global health insurance companies in providing the technical expertise and know-how in management and implementation of healthcare insurance by the private sector. (See page 6 on Medical Insurance in Georgia)

6. Participation in the Special Economic Zones.

7. Development of many new, customized, modern medical and pharmaceutical skills training with strong private sector input for the highly skilled professionals and for support personnel in all regions of the country.

8. Introduction of a variety of healthcare and pharmaceutical standards, systems and procedures that meet global standards.

9. In the medical equipment area, there appears to be significant demand and opportunities for investment in the field of disposables.

10. Recruitment of sourcing or contract opportunities for targeted high quality global generic pharmaceutical production manufacturers could be a possibility.  

Global Trends in Pharmaceuticals

· Global Pharmaceutical Market Forecast to grow to USD 842 Billion in 2010: Sales from the top 10 companies will account for more than 40% of the market.
· Predominance of Drugs Affecting the Elderly: With the significant aging of the developed countries elderly, special emphasis will be on drugs for diabetes, cancer, heart disease and strokes with stem cells, neurodegenerative diseases, etc.
· Outsourcing: As the global nature of the pharmaceutical industry tries to exploit the market by gaining competitive advantage, the firms have realized that mastering the entire skill range within an industry segment is not viable in addition to the cost pressures. They must contract out to smaller global firms with whom they have strategic relations those production and/or research and development functions which can provide superior technical ability in increasingly short time spans.  

· Search for Global Efficiencies in Drug Development Cycle: This process not only extends a pharmaceutical company’s efficiency and capacity, but it provides them with access to specific therapeutics expertise of the global market.

· Focus of Pharmaceutical Companies on Total Cost of Doing Business: Since the industry is characterized by inherently high risk (industry wide only one in 5,000 compounds actually becomes a product and the average commercial drug costs a US or European firm $300 million to develop) regions or countries with tight governmental regulations compound this risk. 

· Focus on long term needs and partnerships:  Trusting relationships and highly interactive programs will be the standard operating procedures.

· Consolidation of the Industry: Some of the most major M & A (Merger and Acquisition) activities have resulted from improved prioritized spending to provide innovative products and supplementary technologies.   The consolidation trend and generic-generic mergers is continuing.

· Contract Manufacturing: This method will increase in the future as firms rationalize their manufacturing facilities and attempt to move to direct distribution via large pharmacies. Off-shoring will continue to be utilized.

· Emergence of Markets such as China and India: Because of their rapid economic expansion and per capital income, new drugs are becoming a sign of having risen to the middle class in these countries.  China, which will become the largest market for pharmaceuticals by 2050, is becoming a key country in which pharmaceutical companies are performing drug delivery; India the partner of choice for contracting out manufacturing and research activities.

· Cost Pressures from Private and Public Health Structures: Large insurance and government purchasing and tenders forces efficiencies and cost reductions on all segments (hospitals, physicians, pharmacies, clinics, etc.) utilizing drugs. Pressures also come from costs of advertising and lawsuits. Reimbursement issues are becoming critical to maintaining profit margins.

· The Rise of Generic Usage: Biosimilars, innovative branding, reference pricing and off-label prescribing are becoming trends in generic drugs.

· Intellectual Property/Patent Protection: In developed and developing markets counterfeit medicines continue to threaten branded revenues.

· Diabetes is on the Rise: The drug delivery market, revenues for insulin delivery and innovative new testing techniques are market drivers.  

· Radical Transformations in the Pharmaceutical Distribution Chains: Conventional channels (direct, hospital, pharmacy, agency) give way to new strategies (IT use, mail order, parallel importing, vertical integration of wholesalers) which will revolutionize the industry and require significant flexibility. The wholesaler’s margins will be squeezed as wholesale and retail functions are merged and segmentation by countries will be typical of the new chain. 
· Genetic Studies and Drugs Tailored to Genetic Needs: Brain Science and genetic modeling are right around the corner and today are available for high prices to the wealthy, for research needs and for certain genetically transmitted diseases.
· Information Technology merged with Drugs: Forecasters predict that every person on earth, within 20 years, with access to moderate medical insurance or financial resources will have their own interactive electronic record of every drug they now use or have ever used.
Selected Top Global Pharmaceutical Companies: 

	SELECTED BRAND GLOBAL PHARMACEUTICAL FIRMS
	SELECTED GENERAL GLOBAL PHARMACEUTICAL FIRMS

	     Johnson & Johnson 
	     Teva Pharmaceutical Industries

	     Sanofi-Aventis
	     Barr Pharmaceuticals

	     Pfizer International
	     Mylan Laboratories

	     Glaxo Smith Kline
	     Actavis

	     Siam Pharmaceuticals
	     Geneva Generics

	     Roche Corporations
	     IVAX

	     Nycomed
	     Arrow Generics Ltd.

	     Novartis
	     Generics UK, Ltd.

	     GPO
	     

	     Berlin Pharmaceuticals
	

	     The Thompson Corporation
	

	     Bayer-Schering
	

	     Weyth Pharmaceuticals
	


The Georgian Pharmaceutical Market Niche:

1. In evaluating the trends listed above, Georgia has the synergy between medical and information technology to be a player in the future.

2. Georgia clearly has an advantage in the regulatory reform and a business climate without onerous regulatory pressures on private sector development and building of alliances.

3. Drug testing cost issues with Tbilisi State University & Tbilisi State Medical University.

4. The major Georgian pharmaceutical players have the alliances and partnerships with some of the largest and most famous global pharmaceutical firms; converting that to job creating investments in major production is uncertain because most large firms have distribution facilities in Russia, Turkey and Bulgaria or Romania and conduct most of their investment overseas through contract manufacturing and sourcing.

5. Many of the major drug/pharmaceutical firms have representative offices in Georgia, organize distribution networks and have alliances with the major local firms, register their drugs in Georgia and conduct market research. To date there is no indication that any of them have ventured into production in Georgia for the domestic or regional market for the following reasons:

· The time required by most pharmaceutical companies to enter a market other than highly developed countries.

· The skills shortage of highly qualified personnel.

· The fact that citizens in Georgia are not required to have a prescription written by a physician to obtain a drug, with the exception of mood-altering, pain medication, etc., is a weakness in the minds of many of the major firms, and reform is underway, according to the Ministry.

· Concerns remain regarding Georgia’s political security and stability.

· The confusing language labeling requirements of many regional companies and unknown prognosis for language labeling in Georgia.

6. Global experience in most international investment promotion agencies indicates that for successful recruiting of major company to set up production in any country, they must have a specific marketing strategy to schedule visits/mission, etc. to a specific firm’s headquarter offices.

SECTION 7.  INFRASTRUCTURE IN GEORGIA

In order to facilitate easy transport of goods through its territory and encourage foreign investment in the sector, the government of Georgia, in cooperation with private enterprise, continues to develop transport infrastructure including roads, railways, sea ports and airports, while simplifying customs and other administrative procedures, such as customs and licensing reforms.  

Foreign Investment in Georgia

In July of 2007 Prime Minister Zurab Nogaideli announced that foreign investment is anticipated to exceed $2-2.5 Billion dollars for 2007. The actual investments in the first two quarters of 2007 amounted to $656,788,000.
 Largest recent investors were USA, Great Britain, Turkey, Kazakhstan, Denmark and the Netherlands.

According to the Georgian National Bank, the 20 largest foreign investors in Georgia during 2006 out of a total of 38 different countries were:

	COUNTRY
	2006 INVESTMENT
	2000-2006 TOTAL INVESTMENT

	United Kingdom
	$186,824,077
	$476,073,671

	Kazakhstan
	$152,310,539
	$152,310,539

	Turkey
	$129,727,804
	$248,647,279

	Azerbaijan
	$83,635,443
	$249,352,652

	Norway
	$77,894,816
	$153,268,199

	USA
	$62,406,505
	$374,843,063

	Virgin Islands, British
	$58,586,159
	$76,605,569

	Italy
	$47,219,073
	$138,212,972

	Denmark
	$42,477,808
	$42,796,784

	Cyprus
	$40,071,206
	$133,810,270

	Japan
	$34,433,075
	$71,750,440

	Russian Federation
	$34,209,974
	$178,424,547

	Germany
	$20,380,785
	$55,513,131

	Netherlands
	$18,530,193
	$24,944,924

	France
	$17,221,688
	$94,847,536

	Czech Republic
	$15,032,249
	$16,838,150

	Austria
	$10,749,325
	$66,747,075

	Canada
	$6,000,000
	$6,000,000

	China
	$5,445,267
	$40,084,340

	Israel
	$4,084,208
	$11,289,084


Note: The source of original data is National Bank of Georgia (NBG) and Department of Statistics of the Ministry of Economic Development included 50 countries.   

In analyzing this data, the significant amount of investment from Cyprus and British Virgin Islands indicates the possibility of off-shore Georgian money returning to Georgia to invest money and that sign, if correct, is very positive for the mix of foreign and domestic investment.   

Electricity

Electricity availability significantly improved throughout Georgia in 2006. Two years ago 85% of Georgians outside of Tbilisi were without power; today 98% of paying customers outside of Tbilisi have 24/7 power. 

Electricity tariffs
	
	        Tariff (tetri/kw/h)

	Voltage levels
	Tbilisi
	Regions

	220/380 volts
	13.56
	11.698

	6-10 kv
	12.618
	8.106

	35-110 kv
	12.618
	6.412


Source: GNERC (Georgian National Regulation Commission www.gnerc.org) Prices are specified excluding VAT, Tetri is the Georgian cent.  

One of the major players in this market is Energy Invest, the leading industrial corporation for 3 years, having invested over $100 million in the Georgian energy infrastructure such as a unique air turbine power station in Gardabani with a capacity of 110 megawatts, $20 million in the Rustavi-based Azoti factory. They have also brought selected international standards from Western markets to their firm www.energyinvest.ge.
Water

There is an abundant source of water supply in Georgia. However, the infrastructure situation regarding water treatment has impeded efficient distribution. Significant amount of foreign investment from Western sources has recently been invested into the infrastructure of water in Georgia. In Tbilisi for legal entitles the price per cubic meter for water supply is 4.40 GEL and for physical persons – 0,10 GEL, according to Tbilisis Tskali, the major water company in Georgia.
Land – Property Rights

Foreign Investors can own commercial, but not agricultural land, in Georgia. Projects with a Georgian partner can own agricultural land. Investors may initiate an expedited, competitive process to privatize land assets needed for an investment project. 

Telephones & Communications

The number of landline telephones in Tbilisi is 510,000. Outside of the major cities of Georgia, the majority of phone communication is done via mobile phones. The major Mobile Phone Providers are: Magticom and Geocell. They have 2,500,000 clients as of July 2007.  

Number of Internet Connections -- There are 3 major internet providers in Georgia (www.caucasus.net, www.online.ge and www.sanet.ge.  They provide approximately 87% of the Georgian market. (Data obtained as of July, 2007). Estimates of the number of internet users in Georgia range from 120,000 – 130,000; the Government in its Telecommunications Strategy is committed to increasing this number in the major cities and rural regions.

Civil Aviation/Airports

Tbilisi and Batumi have new international airports opened in 2007 (February and May respectively). The new terminal of the Tbilisi airport has a 3,000 meter runway and is hailed as one of the world’s most comfortable and efficient terminals. The new terminal in Batumi, with a total area of 3,915 square meters, is capable of handling 600,000 passengers per year.
 Besides that Kutaisi has a 2,500 meter runway, Senaki a 2,400 meter runway and Poti a 1,500 meter runway.

Four national and 14 foreign airlines serve Georgia including Austrian Airlines, British Airways, Lufthansa, Air Baltic and Turkish Airlines. Direct air connections from Tbilisi are shown on the below chart:
                  
[image: image2]
Free Economic Zones

On July 3, 2007, to be effective September 1, 2007, the Parliament of Georgia adopted a bill regarding the creation of free economic zones (FEZ). The bill titled “Free Industrial Zones” envisages zones located on at least 10 hectares. The zones may be established by government, a legal entity or private individual. Companies in the multi-currency zones will be free from profit, property and VAT taxes. Likely sites are the ports of Poti and Batumi, among others. Future governmental regulations will determine the criteria for the establishment of the zones. Enterprises set up in the zones will be free from profit and property taxes and bureaucratic procedures will be minimal.    

SECTION 8.  LEGAL & REGULATORY ENVIRONMENT IN GEORGIA 

Georgia’s Economic Indicators for 2007, according to Fitch Ratings:

	INDICATOR
	     RESULT

	     Real Economic Growth
	10% Growth Estimated ’07; 9.5% 2006/2005

	     FDI percentage of GDP
	 18% Estimated ‘07

	     Percent Tax Revenues of GDP       
	 26% in 2006; increased from 16% in 2003


Georgia’s Reforms:

(Sources: Invest in Georgia brochure, 2007 and IFC’s 2006 Georgia’s Business Environment, US Embassy’s Commercial Guide and World Bank’s Doing Business)

· Georgia was named the year’s number one reformer in the World Bank’s 2007 Doing Business Survey, improving its overall ranking from 112 to 37. Georgia also improved from 52nd to 37th place on the Heritage Foundation’s 2007 Economic Freedom Index

· Total licenses and permits reduced by 84% in reforms that eliminated 756 licenses and permits, streamlined procedures and introduced statutory time limits for government action on applications.  Licenses and permits were reduced from 909 to 145 with a 30-day deadline for licenses and 20-deadline for permits.

· Concept of “Silence is Golden” for a permit or license to be automatically granted if no government action is undertaken within the stipulated timeframes. Also the “One Stop Shop” principle is declared mandatory for all issuance procedures.

· A new Georgian Labor Code is recognized on international indices as one of the world’s best, reducing labor costs and increasing flexibility and the number of registered taxpayers almost tripled from 2005 to 2006 due to simplified registration procedures for legal entities and physical persons.

· Decrease in corruption, according to the World Bank, corrupt and incompetent judges was removed; there was a complete reform of the police force. Many donor projects are underway to reform and strengthen the judicial system and personnel.

· Fewer Taxes: Effective January 1, 2005 Georgia introduced a new Tax Code that levies only 7 taxes (income, profit, social, excise, value-added & 2 Local). Income tax reduced from 20% to 12% flat; social tax has been reduced to 20% instead of previous 32% and VAT now is 18%, instead of 20%. A public tender is currently underway to develop software that will allow taxpayers to file their VAT returns electronically.   

· Import Tariffs: Rates of duty on imported goods fall into 3 bands 0%, 5% and 12%. Nearly 90 percent of goods benefit from a zero rate of duty. The Government of Georgia has announced its intention to reduce tariff rates through 2007 and to completely eliminate tariff rates and duties on all products imported to Georgia in 2008.
· Business Registration and Tax Registration now occur simultaneously, taking only one day for a sole proprietorship and three days for an LLC, with a charter capital reduction from 2000 GEL to 200 GEL for an LLC.

 “What the World Thinks About Georgia” 

These and other ratings are a global acknowledgement of the Georgian Government’s resolve to transform the country into a welcome place for business for local, regional and international investors alike.

	NAME OF SURVEY
	ORGANIZATION
	DATE SURVEY
	MAJOR FINDING

	Doing Business: How to Reform
	World Bank/IFC
	2007
	World’s Top Reformer #5 

	Credit Rating
	Standard & Pours
	2007
	B+/B, with + outlook

	Bus. Environment &Enterprise Survey (BEEPS)
	World Bank & EBRD
	2002-2005
	Georgia had largest reduction in corruption

	Fitch Ratings, Ltd.
	Fitch’s Survey
	2007
	BB-long term sovereign rating

	Corruption Perception Index
	Transparency International 
	2006
	2.8

	Index Economic Freedom 
	Heritage Foundation
	2007
	#35


Customs Regulations:

Customs clearance times have been reduced from 52 to 15 days for imports and 54 to 13 days for exports, in World Bank 2007 survey. Georgia has low tariffs and preferential trade regimes with major partners, including the EU, CIS countries, Turkey and the US. Georgia has also been a WTO member since 2000.

In 2006 the Law on Customs Tariffs equalized the customs treatment of WTO member and non-member states alike, introduced only 3 tariff rates (0%, 5% and 12%) instead of the previous 16 and provided that majority of imports are effectively zero rated. In 2008 it is anticipated that all customs duties (tariff rates) will be eliminated. In 2007 Georgia introduced a new Customs Code, which is harmonized with European legislation and provides for simplified procedures. A one-stop shop will be in operation for most of the customs clearance points

Tenders:

Georgia uses tenders to carry out product procurement contracts exceeding GEL 20,000 (approx USD 12,048) and service procurement contracts exceeding GEL 50,000 (approx. USD 20,120). The Law on State Procurement required an international tender announcement for contracts exceeding GEL 600,000 (USD 361,000) for products and GEL 8,000,000 (approx. USD 4,819,277) for services. For government purchasing decisions determining factors have proven to be credit terms, product/service quality and supplier reputation.  For future information, please contact www.privatization.ge.
Major Legislation  
All the major legislation that investors will need is described in detail on the National Investment Agency website (www.investingeorgia.org) under Doing Business/Legislation Section. The following is just a summary of the major legislation.

· Law establishing the Georgia National Investment Agency Law

· State Support of Investments Law

· NAPR – National Agency for Property Registration Law

· Law on Entrepreneurs/Corporate Law

· Intellectual Property Law

· Tax  & Customs Code

· Law on Permits & Licensing

· Law on Business Registration

SECTION 9.  SECTOR STAKEHOLDERS

Major Stakeholders:

1. The National Investment Agency

Miss Tamuna Liluashvili, Director

6 Khetagurovi Street, Tbilisi, Georgia 0102
Tel/Fax: (995 32) 433 433, (995 32) 433 424
Email: tamunal@investingeorgia.org 
Website: www.investingeorgia.org
2. The Ministry of Economic Development

Mr. George Arveladze, Minister

12 Chanturia Street, Tbilisi, Georgia 0108


Tel: (995 32) 99 69 96; Fax: (995 32) 92 18 45


Information on Statistics www.statistics.ge; Information on Privatization www.privatization.ge
3. The Ministry of Labour, Health and Social Affairs

Mr. David Tkeshelashvili, Minister
30 Pekini Street, Tbilisi, Georgia 

Tel: (995 32) 37 79 06; Fax: (995 32) 38 19 22 

E-Mail: information@moh.gov.ge

Website: www.moh.gov.ge
4. The Georgian Drug Agency 

23 Aleksandre Kazbegi Avenue

Tbilisi, Georgia 0160

Tel: (995 32) 39 72 19; Fax: (995 32) 39 92 10


Email: info@gda.ge


Website: www.gda.ge
Additional Key Organizations with Web Resources

US Embassy, Tbilisi




http://georgia.usembassy.ge
American Chamber of Commerce in Georgia
http://www.amcham.ge
Tbilisi Yellow Pages




http://www.yellowpages.ge/index
United States Agency for Int’l Development

http://georgia.usaid.gov
World Bank, Georgia




http://www.worldbank.org
International Monetary Fund



http://www.imf.ge
Georgia State Procurement Agency


http://www.spa.ge/en
Georgia Ministry of Economic Development

http://www.privatization.ge
European Bank for Reconstruction/Development
http://www.ebrd.org
European Union




http://www.eu.org
Agency for State Procurements


www.spa.ge
Strong, reform-oriented Ministry of Labor,Health&Social Affairs dedicated to streamlined process of regulation.





Newly formed Drug Agency with high standards for drugs, but prior Global Certification (FDA) accepted 





Legislative base and plans for laws and regulations to support modern global competitive sector of pharmaceutical





Good lines of communication between government, private sector and university structures for collaboration





Georgian history of medical and drug expertise, university excellence, training, inventions, etc.





Georgian National Investment Agency sole government structure in Ministry of EconomicDevelopmt. to serve investors





70 Production firms registered with Drug Agency to produce brand and traditional Georgian drugs





Major global drug firms such as Bayer, Roche, Novartis, Aventis, ---- 3 more in Georgia with offices for representation





Presidential directive to Georgian and global training organizations to improve skills set to match requirements; need for Pharmacists





Hospital Privatization Program in 2007; Voucher private health insurance program for those in poverty in 2008





Georgia is an active and participating joint member of Global Multi Central Drug Process Investigation Testing Organization





Global Standards: Good Manufacturing Practices to be instituted within 3 years for drug exporting firms





Georgia Strategic Location; hub and corridor for energy and trade between Asia and Europe; point of drug distribution	





Donor policy and commitment to fund required health TA & medical systems reforms, when requested





3 leading Health care firms in Georgia, PSP, GPC & Aversi, with subsidiary production of pharmaceutical products 





Privatized drug testing/certification companies for quality controls 
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� Doing Business 2008, can be downloaded from � HYPERLINK "http://www.investingeorgia.org" ��www.investingeorgia.org� 


� Department of Statistics 


� Department of Statistics 


� Civil.ge, online news about Georgia, “New Airport Terminal Opens in Batumi”, May 26, 2007, � HYPERLINK "http://www.civil.ge/eng/article.php?id=15177" ��http://www.civil.ge/eng/article.php?id=15177� 
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