
Ζ Γηαρείξηζε ησλ Καηλνηόκσλ 

Φαξκάθσλ 

Μάρκος Γεραζόποσλος  

Γηεπζύλσλ Σύκβνπινο Sanofi Διιάδαο & Κύπξνπ 



Καινοηομία ζε αριθμούς 

 10-15 = Number of years required to make a medicine 

 

 1 = Number of new medicines that result from every 5,000-10,000 compounds 
screened 
 

 $65,300,000,000 = Spending on Research and Development of new medicines by 
pharmaceutical companies in 2009 

 

 $1,300,000,000 = Average cost to develop one medicine. This amount is up from 

$138 million in 1975, $318 million in 1987, and $802 million in 2000 (2005 dollars) 

 

 2 out of 10 = Number of new medicines that produce revenues that match or exceed 
average R&D costs  

 

 2,950 = Number of medicines in development 
 



Καινοηομία ζε αριθμούς 

 34 = Number of drugs and biologics approved in 2009 - 25 new active substances  

 

 nearly 360 = Number of new medicines approved between 1997 and 2006 

 

 $2.06 = Amount saved in hospital costs for every $1 spent on prescription drugs 
 

 26.4% = Decrease in cardiovascular disease between 1999 and 2005 due to factors 

such as better control of high blood pressure and high cholesterol  

 

 83% = Portion of cancer survival increases attributable to new treatments/ medicines 
 

 More than 70% = Decrease in AIDS death rate since advent of new medicines in 1995 
  

 10¢ = Portion of every dollar spent on health care that goes to prescription medicines 
 

 11-12 = Years of effective patent life for medicines - about 6-7 years shorter than other 
products  
 



Φαξκαθεπηηθέο Καηλνηνκίεο  

ηνλ ηειεπηαίν αηώλα 



Έξεπλα & Αλάπηπμε ελόο λένπ θαξκάθνπ 



Sources: J. DiMasi and H. Grabowski, "The Cost of Biopharmaceutical R&D: Is Biotech Different?," Managerial and Decision Economics, 2007; J. DiMasi et al., 

“The Price of Innovation: New Estimates of Drug Development Costs,” Journal of Health Economics, 2003. 

Τν θόζηνο ηεο Δ&A ελόο λένπ θαξκάθνπ 

έρεη απμεζεί ζεκαληηθά 
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Κόζηνο E&A παγθνζκίσο 1990-2009 



Definitions: 

Procedures: include lab & blood work, routine exams, x-rays & imaging, questionnaire & subjective assessments, invasive procedures, heart assessment, etc. 

Protocol: the clinical-trial design plan 

Enrollment rate: the percentage of volunteers meeting the increasing number of protocol eligibility criteria (percentage screened who were then enrolled) 

Retention rates: the percentage of volunteers enrolled who then completed the study; declining retention rates mean that firms must enroll more patients initially and/or recruit more patients during 

the trial. 

Απμαλόκελε πνιππινθόηεηα θιηληθώλ κειεηώλ 

Την ηελεςηαία δεκαεηία ο ζσεδιαζμόρ και οι διαδικαζίερ ηων κλινικών μελεηών έσοςν γίνει 
πολύ πιο ζύνθεηερ και πολύπλοκερ, απαιηούν πεπιζζόηεπο σπόνο και ενέπγεια με 

μειωμένη ζςμμεηοσή αζθενών 

1999 2005 Percentage change 

Unique Procedures per Trial 

Protocol (Median) 
24 35 46% 

Total Procedures per Trial Protocol 

(Median) 
96 158 65% 

Clinical-Trial Staff Work Burden 

(Measured in Work-effort Units) 
21 35 67% 

Length of Clinical Trial (Days) 460 780 70% 

Clinical-Trial-Participant 

Enrollment Rate 
75% 59% -21% 

Clinical-Trial-Participant Retention 

Rate 
69% 48% -30% 

Source: Tufts Center for the Study of Drug Development, “Growing Protocol Design Complexity Stresses Investigators, Volunteers,” Impact Report, 2008. 



Source: 1Tufts Center for the Study of Drug Development, “New drugs entering clinical testing in top 10 firms jumped 52% in 2003-05,” Impact Report, 2006. 

Πηζαλόηεηα επηηπρίαο είλαη κηθξή 

Μόνο πεπίπος ηο 20% ηων καινούπγιων θαπμάκων πος είναι ζε Έπεςνα & Ανάπηςξη  
θα καηαθέποςν να πάποςν άδεια κςκλοθοπίαρ 

Clinical Approval Success Rates by Therapeutic Class1 



Note: Drug development costs represent after-tax out-of-pocket costs in 2000 dollars for drugs introduced from 1990–94.  The same analysis found that the total cost of 

developing a new drug was $1.3 billion in 2006.  Average R&D Costs include the cost of the approved medicines as well as those that fail. 
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Μεηά ηελ άδεηα θπθινθνξίαο κόλν 2 ζηα 10 

θάξκαθα έρνπλ εκπνξηθή επηηπρία 

Sources: J. A. Vernon, J. H. Golec, and J.A. DiMasi, "Drug development costs when financial risk is measured using the Fama-French three-factor model." Health Economics, (2009). 

J. DiMasi and H. Grabowski, “The Cost of Biopharmaceutical R&D: Is Biotech Different?,” Managerial and Decision Economics, 2007. 



Αξηζκόο λέσλ θαξκάθσλ κεηώλεηαη 

ζεκαληηθά 



Νν 1 θιάδνο ζηελ Έξεπλα ζηελ Δπξώπε 



…θαη ζεκαληηθή ζπλεηζθνξά ζηελ 

απαζρόιεζε 



Η Καινοηομία ζηα θάρμακα μπορεί να έτει 

πολλές μορθές 

 Βεληίωζη ηης διάρκειας και ποιόηηηας ζωής 

 Καιύηεξε απνηειεζκαηηθόηεηα 

 Πην αζθαιέο 

 Καιύηεξε ζπκκόξθσζε αζζελή 

 Ληγόηεξεο παξελέξγεηεο 

 Πην εύθνιν ζηε ρξήζε 

 Πην εμεηδηθεπκέλν ζε ζπγθεθξηκέλνπο αζζελείο 

 θ.ά. 

 

 Οθέλη ζηις σγειονομικές δαπάνες και ζηην οικονομία 

γενικόηερα 



Πξνζδόθηκν Εσήο ζηελ Δπξώπε θαη Ακεξηθή 
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Source: OECD Health Data 2010  

Note: Life expectancies prior to 1997 were calculated using a slightly different methodology than for those 

post-1997. 

Sources: 1Department of Health and Human Services, CDC, U.S. National Center for Health Statistics, Health, 

United States, 2008 with Chartbook (Hyattsville, MD) 2009;  



Μείσζε Καξδηαγγεηαθώλ Θαλάησλ 

187

345

250

150

200

250

300

350

400

1980 1990 2000

Death rate per 100,000 (age adjusted) in the USA

CABG, Beta blockers,  

lidocaine, streprokinase,  

angioplasty, thrombolysis 

ACE Inhibitors 

Cardiac immunoassay, 

drug eluting stents, stem 

cell therapy, CT, MRI 

Antiplatelet agents, 

primary angioplasty, ICDs, 

bare metal stents, statins 

Source: The value of investment in health care, MEDTAP International 2004 



Source: D. Cutler, et al., “The Value of Antihypertensive Drugs: A Perspective on Medical Innovation,” Health Affairs, 2007. 
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Blood pressure 
medicines prevent 
86,000 deaths per 

year and could 
prevent twice as 

many if treatment 
gaps were closed 

Μείσζε λνζνθνκεηαθήο πεξίζαιςεο θαη 

ζαλάησλ ζηα θαξδηαγγεηαθά λνζήκαηα 



A major study 
concludes that 

improvements in 
treatment  

have helped cut 
cancer death rates 

in half 

Sources: 1B.K. Edwards, et al. “Annual Report to the Nation on the Status of Cancer, 1975-2006, Featuring Colorectal Cancer Trends and Impact of Interventions (Risk 

Factors, Screening and Treatment) to Reduce Future Rates,” Cancer, 1 February 2009, p. 544-573; 2R. Stein, “From Killer to Chronic Disease: Drugs Redefine Cancer for 

Many,” The Washington Post, 2003.; 3J. L. Lichtenfeld, PhRMA “Future of Innovation” Briefing, (Washington D.C.) 2006. 
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Μείσζε Θαλάησλ από Καξθίλν 



Note: Asterisk (*) indicates Life Expectancy gains from 1990-2000 because 1980 data was not available for these conditions. 

Source: Adapted from E. Sun et al., “The Determinants of Recent Gains in Cancer Survival: An Analysis of the Surveillance, Epidemiology, and End Results (SEER) 

Database,” Journal of Clinical Oncology, May 2008. 

Αύμεζε επηβίσζεο ζρεηίδεηαη ζε κεγαιύηεξν βαζκό 

κε ηελ βειηησκέλε νγθνινγηθή ζεξαπεία  

Cancer Type 
Life-Expectancy 

Gain 

Non-Hodgkins 

Lymphoma 
3.1-3.6 yrs 

Breast 5.9-6.0 yrs 

Colon 2.8-3.2 yrs 

Pancreatic 0.6 yrs 

Lung 0.4-0.5 yrs 

ALL CANCERS 2.8-3.2 yrs 

Share of Life-Expectancy Gain Attributable to Improved 

Treatment vs. Improved Detection, 1980–2000* 
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http://www.cdc.gov/nchs/data/nvsr/nvsr58/nvsr58_01.pdf (Accessed 4 December 2009).  

Annual Number of AIDS Deaths  

Μείσζε Θαλάησλ από HIV/AIDS 
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http://www.cdc.gov/nchs/data/nvsr/nvsr58/nvsr58_01.pdf


51%

15%

23%

20%

18%

12%

14%

47%

0%

20%

40%

60%

80%

100%

Population Health Care Expenditures

0 Conditions 1 Condition 2 Conditions 3 Conditions

Source: Based on Gerard Anderson, “Chronic Conditions: Making the Case for Ongoing Care,” analysis of the 2004 Medical Expenditure Panel Survey, November 2007. 

Γαπάλε Υγείαο είλαη δπζαλάινγε ζηνπο 

αζζελείο κε ρξόληα λνζήκαηα 



Note: Expenditures are not net of costs of prevention services and programs.  In the baseline scenario, no prevention measures are taken to reduce risk factors. Under each 

scenario, one risk factor is reduced or effectively controlled. Percents represent reduction in costs from the baseline scenario.  

Source: D. Goldman et. al., “The Value of Elderly Disease Prevention,” Forum for Health Economics & Policy, 2006. 

Μείσζε Γαπαλώλ πγείαο ζε ειηθησκέλνπο 
αζζελείο ιόγσ ρξήζεο θαξκάθσλ   
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Notes: Adherence is the extent to which patients take medicines as prescribed, in terms of dose and duration.  Return on Investment estimates reflect spending attributable 

to the condition listed. 

Source: M. Sokol et al., "Impact of Medication Adherence on Hospitalization Risk and Healthcare Cost," Journal of Medical Care, 2005. 
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Μειέηε ΔΣΓΥ: Δπίδξαζε ησλ θαξκαθεπηηθώλ θαηλνηνκηώλ 

ζην επίπεδν πγείαο ηνπ πιεζπζκνύ ζηελ Διιάδα 

 Μείσζε ηεο ζλεζηκόηεηαο θαη λνζεξόηεηαο 

 Τάζε κείσζεο ηεο επίπησζεο ηνπ AIDS ζηα άηνκα πνπ εκθαλίδνπλ 
κόιπλζε από HIV 

 Δλδείμεηο γηα κείσζε ηεο λνζεξόηεηαο από ζαθραξώδε δηαβήηε 

 Μείσζε δηαρξνληθά ηεο ζεξαπεύζηκεο απνηξεπηήο ζλεζηκόηεηαο 

 

 Βειηίσζε ηεο πνηόηεηαο δσήο ησλ αζζελώλ 

 Μείσζε ησλ εηζαγσγώλ ζην λνζνθνκείν γηα ηνπο πάζρνληεο από 

AIDS θαη κείσζε ηνπ θηλδύλνπ εκθάληζεο ινηκώμεσλ 

 

 Υπνθαηάζηαζε ηεο λνζνθνκεηαθήο θξνληίδαο 

 Πεπηηθό έιθνο 

 Δλδείμεηο ππνθαηάζηαζεο ζην ζαθραξώδε δηαβήηε 

 Σπκβνιή ησλ θαξκάθσλ ζηε δεπηεξνγελή πξόιεςε ησλ λνζεκάησλ 
ηνπ θπθινθνξηθνύ 

Source: «Μειέηε ηνπ όγθνπ θαη ηεο αμίαο ηεο θαξκαθεπηηθήο θαηαλάισζεο ζηελ Διιάδα», ΔΣΓΥ, Φεβξνπάξηνο 2009 



Φάξκαθα σο % δαπάλεο πγείαο ζηελ Δπξώπε θαη 

ηελ Ακεξηθή 

Administrative

& Net Costs
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Home Health
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Home Care

8%

Physicians & 

Clinical

Services

21%

Hospital

Care

31%
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22%

Rx Drugs
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Health Expenditure in US 

*Note: “Other” includes medical care provided  by private employers for employees at their work site, 

government spending for non-specified medical care by service usually delivered in schools, military field 

stations, and community centers. 

 

Source: CMS, “National Health Expenditures,” at http://www.cms.hhs.gov/NationalHealthExpendData, 

accessed January 6, 2009. 
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Ζ θαξκαθεπηηθή δαπάλε έρεη κεησζεί από ην 2009 

ζηελ Διιάδα 

Notes 
(1)GDP Source: Mid-term austerity plan 
(2) Goals are based on IMF-ECB-EU memorandum. Based on SfEE and IOVE estimates. The full set of measures can even deliver savings  
of 1,7 bn EUR in 2011 vs 2010 
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Ζ θαξκαθεπηηθή δαπάλε ζπλδέεηαη θπξίσο κε ηνλ 

όγθν ησλ θαξκάθσλ θαη όρη κε ηηο ηηκέο 

Note: Analysis based in six therapy classes: A2B Antiulcerants, C10A Cholesterol and triglyceride reducers, C9C Angiotensin II antagonists, N3A Antiepileptic, N5A Antipsychotics, N6A Antidepressant  

Source: EFPIA, 2011 

Pharmaceutical prices are 

among the lowest in Europe 

Bringing the cost of treatment in 

6 key therapy areas in line with 

the European average could 

save 30% 



Οff-patent ηνκέαο πξέπεη λα γίλεη πην απνηειεζκαηηθόο 

όζνλ αθνξά ηηο ηηκέο θαη ηνπο όγθνπο 

Average generic cost 

quite high in Europe 

Usage amongst lowest 

driving up the net cost of 

treatment 

6 THERAPY CLASSES: A2B Antiulcerants, C10A Cholesterol and triglyceride reducers, C9C Angiotensin II antagonists, N3A Antiepileptic, N5A Antipsychotics, N6A Antidepressants.  

Cost Range: €0.51/day, Share range: 65%    

IR 

IT 

GR 

CH 

FR 

BE 

NO 

AT 

ES 

Average 

NL 

PT 

FI 

DE 

UK 

HU 

CZ 

DK 
SE 

PO 

Source: EFPIA 2011 



Ζ Καηλνηνκία δελ επηβξαβεύεηαη ζηελ Διιάδα 

 Από ην Ηαλνπάξην 2011 έρεη λα δεκνζηεπηεί Γειηίν 

Τηκώλ κε θαηλνύξγηα θάξκαθα 
 

 

 

 

 Τν λέν κέηξν πνπ δεηά λα απνδεκηώλεηαη έλα 

θαηλνύξγην θάξκαθν ζε 12 ΔU ρώξεο → 

Σεκαληηθό εκπόδην ζηελ πξόζβαζε ησλ Διιήλσλ 

αζζελώλ ζε θαηλνηόκα θάξκαθα 

29 



Ζ άκεζε πξόζβαζε ζε θαηλνηόκα θάξκαθα έρεη  

πνιιαπιά νθέιε γηα ηνπο αζζελείο –  

Διιεληθά δεδνκέλα 

 The reduction of time to access to new medicines from 281 to 

90 days, would result in the following gains: 

 

 
New cancer treatments Additional life years gained due to 

faster access to new therapies* 

 

Lung cancer 145 years 

Breast cancer 1,079 years 

Colorectal cancer 481 years 

*Results are based on the assumption the transition from older to innovative therapies brings the maximum 

benefit in terms of survival. 

 

Source: Yfantopoulos, Maniadakis et al.  
30 



Ννζνθνκεηαθά Φξέε πξνο θαξκαθεπηηθέο εηαηξείεο 

είλαη πάλσ από €1 δηζ.  

€Μill. 

Note: The €170mill. correspond to the debts of hospitals of the NHS with the entry fee and rebates in total  

Source: SfEE, 2012 

31 



Έλαο “ζσζηόο” θύθινο θαξκάθνπ είλαη θξίζηκνο γηα 
ηελ εμαζθάιηζε νηθνλνκηθήο βησζηκόηεηαο θαη 
κειινληηθήο θαηλνηνκίαο 

ROI 

Market access and uptake 
funds next innovation 

cycle 

Loss of exclusivity creates 
headroom to fund new 
innovation uptake 

Health 
system 
savings 
from generic 
competition 

Competition 
for real 

return on 
investment 

Generic 
competition 
post loss of 
exclusivity 

Huge investment 
to bring a 

successful new 
medicine to 

market 

Patients on current ‘gold standard’ therapy 
attract next generation clinical trials 

~ 10 Years ~ 10 Years + + Years 

Active R&D base creates 
environment that attracts 
start-ups and spin-offs 

A framework for financially sustainable healthcare innovation 

http://www.777icons.com/libs/basic-vista/refresh.htm
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http://www.777icons.com/libs/basic-vista/refresh.htm
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Ζ Καηλνηνκία ζηα Φάξκαθα  

 Δπίπνλε, Φξνλνβόξα θαη Κνζηνβόξα δηαδηθαζία 
 

 Ζ Έξεπλα ηεο είλαη έλαο ζεκαληηθόο θιάδνο αλάπηπμεο ζηελ Δπξώπε 
 

 Έρεη ζπκβάιεη ζηε βειηίσζε ηνπ επηπέδνπ πγείαο ηνπ πιεζπζκνύ 

 Βειηίσζε πξνζδόθηκνπ επηβίσζεο 

 Βειηίσζε πνηόηεηαο δσήο 

 Μείσζε πξόσξεο ζλεζηκόηεηαο 
 

 Έρεη επίδξαζε ζηελ αύμεζε ηεο θαξκαθεπηηθήο δαπάλεο  
 

 Όθεινο ζηηο δαπάλεο πγείαο θαη ζηελ νηθνλνκία γεληθόηεξα 

 Μείσζε ζπλνιηθνύ θόζηνπο ζεξαπείαο κέζσ ηεο κείσζεο ησλ δαπαλώλ γηα άιιεο 

κνξθέο πεξίζαιςεο αιιά θαη ηεο έγθαηξεο αληηκεηώπηζεο λόζνπ 

 Καιύηεξε ζπκκόξθσζε αζζελώλ 

 Μείσζε έκκεζσλ δαπαλώλ (παξαγσγηθόηεηα θιπ) 



Ζ Καηλνηνκία ζηα Φάξκαθα 

 Πνιηηηθέο Υγείαο λα πξνζηαηεύνπλ θαη λα επηβξαβεύνπλ ηελ θαηλνηνκία 
 

 Πνιηηηθέο ηηκνιόγεζεο θαη απνδεκίσζεο πνπ λα αλαγλσξίδνπλ θαη λα 

επηβξαβεύνπλ ηελ θαηλνηνκία κε δηαθαλή θαη δίθαην ηξόπν 
 

 Άκεζε πξόζβαζε ησλ αζζελώλ ζηηο θαηλνηόκεο ζεξαπείεο 
 

 Σηαζεξό θαη πξνβιέςηκν θαλνληζηηθό πεξηβάιινλ κε ινγηθό risk-benefit ratio 
 

 Πξνζηαζία πλεπκαηηθώλ δηθαησκάησλ 
 

 Απνηειεζκαηηθή πνιηηηθή ελίζρπζεο ησλ generics, ε νπνία ζα ζπγθξαηεί ηηο 

δαπάλεο κε απνηέιεζκα λα δίλεη ηελ δπλαηόηεηα ζην θξάηνο λα κπνξεί λα 

επαλαεπελδύεη ζηελ Έξεπλα θαη Αλάπηπμε ηεο θαηλνηνκίαο 
 

 Άκεζε κεραλνξγάλσζε ηνπ πγεηνλνκηθνύ ζπζηήκαηνο θαη ηδηαηηέξσο 

νινθιήξσζε ηεο ειεθηξνληθήο ζπληαγνγξάθεζεο 



Ζ θαξκαθεπηηθή δαπάλε ζπλδέεηαη θπξίσο κε ηνλ 

όγθν ησλ θαξκάθσλ θαη όρη κε ηηο ηηκέο 

Χρήζη νέων 

θαρμάκων

34%

Τιμές θαρμάκων

25%

Όγκος θαρμάκων

41%

Source: Brixner D., ISPOR, 2007 


