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Foreword

Growing and ageing population, a tidal wave of chronic diseases, exponential advances in life -extending
therapies and technological advancements are driving the growth in healthcare expenditure globally. In the

effort to respond to these developments, the healthcare systems ought to be effective and people -
centered , resilient , withan increased focus on protection and committedto  improve access . The
outbreak of the COVID  -19 pandemic reinforces the imminent need for a rational yet sustainable

approach, policy & budget in order to support these priorities.

From a pharmaceutical sector perspective, as the trends drive expenditure to higher levels globally, the

challenge is to create the framework in order for the industry to be a catalyst ~ for achieving the targeted
policies. Focusing in Greece, a bold action plan is required in order for the pharmaceutical industry to

unlock value and contribute towards a sustainable health system . The action plan will deliver a holistic
vision for a sustainable and patient centered pharmaceutical policy by accelerating reforms already in

place, acknowledging impediments and leveraging best practices. Especially in the context of the current

period, fosteringa  collaborative environment for all the participants is a prerequisite, so as to ensure a

resilient supply of the market, greater efficiency in leveraging digital tools and the ability to offer to the

patients the appropriate treatments.

With multiple stakeholders involved in a complex ecosystem, achieving a balance between Supply and

Demand in a sustainable model is a significant challenge globally i particularly so in Greece, considering

the increased number of participants throughout the value chain (Doctors, Pharma Wholesalers,

Pharmacies). The local inefficiencies have contributed on putting extreme pressure to the system and led

to an increased spending, which peaked in 2009, with the public expenditure per capita in Greece exceeding

the EU averages significantly. Soon after this peak, the pharmaceutical sector became a priority area in the

effort of the fiscal adjustment under the Moldsbi,ows tdh the voting and i mpl em
reforms, aiming, primarily, to contain public spending.

A key result of the measures taken was achieving the pursued fiscal adjustment i mainly as an outcome of
the reduced contribution of the Public sector , rather than of curbing demand. As such, a significant
decrease of healthcare spending ,aswellas on Pharmaceutical in particular, was achieved in the
subsequent years, pushing Greece closer to the relevant EU averages. Particularly on Pharmaceutical
spending, the results were supported by the payback mechanism , introduced in 2012. While this
mechanism was initially introduced as a temporary measure, it has been growing year over year.

In this context, Deloitte, alongside with EFPIA and SfEE, attempt to set out the main elements of a future
vision for the countryds Phar foevare u-todkiocganay P onith the wim forthisdo act as a
tool for the creation of a sustainable plan between the Industry and the Government, supporting value

enhancement throughout the health care value chain. This vision cannot be disconnected from the
challenges posed by the COVID  -19 crisis which seems to be the catalyst for tidal changes in the society, the
economy and the health sector itself.

As such, the Vision for a Sustainable and Patient Centered Pharma Policy should be designed with a view
on achieving specific outcomes through enabling a successful implementation of outlined policies and
removing the barriers that have hindered success in previous years. It also represents the long term

ambition  for a pharmaceutical industrial strategy aligned with government priorities.

In order for the Vision outcomes to be achieved, key policies and tools should be organized under categories

of levers , associated with a clear  execution framework . A setof specific and prioritized initiatives ,
outlined as the main outcome of this effort, aim to create aroadmap  for achieving the targeted vision. In
terms of materializing this declaration of common commitment between the Industry and the Public

Authorities, a practice followed already in many European countries is co -signing a coherent  medium term

plan , detailing the initiatives to be taken by the various stakeholders.

Focusing on the key message of this report, a Sustainable and Patient Centered Pharma Policy has the
potential to create value for all stakeholders involved in the health care value chain: the State, the
industry, physicians and, most importantly, patients.



Towards a Sustainable Healthcare Policy in Greece: Unlocking Value Through Pharma | Methodology

Methodology

For the development of the White Paper, a number of resources were leveraged
in order to gather information, analyze data, generate insights and gain feedback
on inputs and outcomes.

ﬁﬁé Stakeholders Consultation @ SteerCo Meetings

More than 30 meetings were conducted Steering Committee meetings took
with conducted with a variety of place, with the participation of EFPIA
stakeholders , including public bodies, and SfEE representatives on a regular
pharmaceutical companies, academia basis, to monitor progress and gain
and associationsd® represent aindighte s .

@ Desktop Research International Experts
Research and analysis was conducted on The extensive Deloitte network of
topics concerning healthcare and Healthcare Experts was leveraged for
pharmaceutical policies in Greece and advise on the topic, as well as for

abroad. gathering best practices.
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The Challenge of Growth: Healthcare Overview

Growing and ageing population, a tidal wave of chronic diseases, exponential
advances in life -extending therapies and technological advancements are driving
the growth in healthcare expenditure globally.

Growth Trends In Europe, itis estimated  that, by 2030, 25% of

the European Uniono6s agedp@bl at i

Global healthcare spending is on the rise, shining a and over, up from 19% in 2018 (3).

l'ight on healneeldtomgeatee ms 6

crisis, the  compound annual growth rate for health challenges as the elderly require more long -term

care spending across 60 countries was predicted to care and as the demographic changes have

increase 5.4 percent for the period 2018 12022, increased the dependency ratio significantly (the

compared to the actual just 2.9 percent over number of non  -active population divided by the

the global population due to COVID, this trend is

expected to be further reinforced. Rise of Chronicity

The key global trends driving this growth include The fight against communicabl e
on one hand the extension of life expectancy and like Hepatitis, is making notable gains through

active life. On the other hand the explosion of better sanitation, improved living conditions, and

chronicity in diseases and the expenditures tied to wider access to health care. Despite the significant

the transformation of Afatal g,gbsShRREIScortathihdCDs, the market
fichronico ones, are turning toRaPidcRdnding fast ds thér@aredncreasing
significant driver of investment in healthcare on a demands from ageing populations living longer

global level. with chronicnon -communi cabl e di seases
Drivers of Growth N C D @smost prominently, cancer, heart diseases,
and diabetes 8 accounted for 71% of the 56.9
; ; - illion deaths reported worldwide in 2016; that
Ageing Populations 7 mi ;
@ geing P W share increases to  over 80% in the most
f " devel oped markets. NCDsO6 rise

and developing markets is fueled by urbanization,
sedentary lifestyles, changing diets, and rising

Innovation dbi
e obesity levels  (4).
@ Disease Trends
Between 2018 and

2040 the incidence of
Ageing Populations cancer in Europe is

Demographic trends suggest that life expectancy is predicted to increase by
growing and at the same time, our population is 23 % ©)
ageing dramatically. Particularly for the developed

countries, those trends can be attributed to

advances in medical technologies and healthcare,

falling infant  mortality, vaccination programs and a

healthier way of living (such as reduced smoking).

Average life expectancy, on a global level, has

increased from 66,5 years in2000to 72 years

in 2016 (2 ), i interestingly, latest estimates

indicate that gains in longevity have slowed

recently in various countries, a trend which, if

confirmed, increases the urgency of putting in

place a sustainable healthcare system.

(1) Deloitte, 2019 Global Life Sciences Outlook (2) WHO (3) Eurostat (4) Deloitte, 2019 Global Healthcare Sciences Outlook (5 ) Globocan
2018, Estimated Cancer Incident (6) International Diabetes Federation, IDF Diabetes Atlas, 8 th edition
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Innovation

Healthcare innovation is directed towards the
creation of value through better outcomes, greater

convenience, access and  simplicity with, at the @ Between 2007 &
same time less,  cost, complexity, and time 2017:

required by both patients and providers. Product .
and service innovations like 3D -printing, Al and VR A the EMA has given
applications, biosensors and trackers, convenient l 544 orphan
care and telehealth expand the frontier through / d ’ desi fi

new business models that can deliver care in ways LljelzelgnElons
previously not thought possible. @IS R the FDA has given
rrom the Sﬁppe _of tlllwe pharmacguticlal i_ndustry, . O 2 ’ 711 orphan
ocus was historically given on developing rugs CNN . .
which target different stages of the disease drug designations

pathway. Despite the fact that patient centricity (1)

has long been a guiding principle for
pharmaceutical companies, the strategy was
mainly product -centered. Innovation is changing

this, with new  trends, such as Outcomes (or Value) Worldwide is estimated that

Based Care, Precision Medicine and Digital orphan drug sales will total
technology, shaping the industry. Technological il

advancements in fields like genotyping and DNA $ 217 bl”lOn_ _by 2023
sequencing have enabled the development of more up from $118 billion in
advanced treatments, while significant focus has 2017 ().

been given on  developing orphan drugs in order to
improve patient outcomes and treat rare diseases.

In this context, manufacturers are looking to move to a range of value added products under the
moniker A beyond t h &heseiinhovative products may support the  elimination of diseases (i.e.
Global Strategy to eliminate hepatitis by 2030).

Combat the Challenge: Priority Areas

In the effort to respond to the developments which drive healthcare demand and expenditures, as well as
to explore the performance of the Greek healthcare system, four priority areas  are identified, as
suggested by both the OECD and the European  Commission (2).

Effective and People- (1) Resilient Health

Centered System System
Priority Areas
for the
Performance
of the
Healthcare
Improved Access System Protection and
to Healthcare Prevention

(1) EvaluatePharma Orphan Drug report 2019, (2) OECD, Health at a Glance: Europe 2018
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The Challenge of Growth:

@ Effective and People

Health s y s t e @affectiveness can be expressed as

their ability to produce positive health outcomes,
aiming atimproving  the health of the  population.
Effectiveness is one of the most important

elements of heal t h gualitg, together dith
safety and patient experience . All those

| The Challenge of Growth

Policy Priority Areas

- Centered Systems

While notable steps forward have been taken in
the last years, Greece appears to have significant
improvement opportunities in terms of putting the
patient in center:

% of people who made a

elements, are contributing towards improving the et Al e In Denmark , the
overall performance of a health system. OECD 2018 percentage of people
‘ . who_made a he_alth
It is widely acknowledged that the healthcare 13% ;‘;\E’Vog‘;menigg!/:e’ 0
sectords contribution to a heal t2py popula")n BLBS ~49% in
increased dramatically in the last fifty to sixty 2016 [EU28 leading
years. Health systems have made significant @v Q betornanzel
progress in treating life threatening diseases, like
various types of cancers and heart attacks. Despite
that, many disparities can still be identified In 2016, Greece was the country with the highest
betwheen ct[)unt_lr_lﬁs _and also amton_g gt]r(]enders, within proportion of health spending on inpatient care
e RS b can nor (RO cyenepiy gy
. . % of total ending a xceedi 12% the
the health systems. Various factors, like EU208 of 30 % F§’I'hls pglenomenon comes in con(t)rast
':jgchrl_ology and diet, are also contributing to that with most EU countries, where spending on
rection. outpatient care (including home -based curative
Moreover, health care systems need to place and rehabilitative care and ancillary services)
people atthe  center . This approach requires exceeds that on inpatient  care, while the EU

requesting more systematic feedback from
patients, regarding whether they are better, or
worse, following different health care
interventions. Thus , leveraging data and
measuring the effectiveness of health systems has
become increasingly important

Pickerodos Eight Principles of (fpatient

Respect for Patientso

Preferences

Access to Care Emotional Support

Continuity &

Transition

Information &
Education

Involvement of

: ) Physical Comfort
Family & Friends

Coordination and
Integration of Care

(1) Picker Institute and Harvard Medical

average for both inpatient and outpatient care is
equal, at 30%. The proportion of health spending
on long -term care in Greece, in 2016, accounted
for 1.4% of total healthcare spending, significantly
lower than the EU average of 13% ( 2).

% of Health
for outpatient
OECD 2018

% of Health Expenditure
for inpatient care

OEG2R18 e d
42 %

Expenditure
care

Car e

22% 30%

—e Qo —

30%

—&0—

% of Health Expenditure
forlong -term care
OECD 2018
13%
1.4 %

—&0—

School, (2) OECD, Health at a Glance: Europe 2018
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Improved Access to Healthcare

Accessibility is one of the key  priorities of policy
action for healthcare systems. Emphasis on the
importance of improving access to healthcare has
been given from the United Nations, as Universal
Health Coverage is one of the key Sustainable
Development Goals.

Ensuring that parts of population are not excluded
from receiving healthcare services is a result of
interaction between different factors. Four most
prominent can be identified:

A Breadth of Coverage

A Depth of Coverage
A Height of Coverage
A Availability of Care

Law 4368/ 2016 was introduced in 2016 providing
universal health coverage toall Greek citizens
and also third -country nationals, holding a valid
Social Security number (AMKA). As Greece is in

the front line of the emerging refugee crisis, a

large number of Social Security numbers have

been issued to asylum  claimants and refugees,
during the past years. The breadth of coverage is
not a complete indicator of affordability, as the

range of services covered and the degree of cost -
sharing applied to those services also matter

The depth of coverage highlights the proportions
of costs covered for any type of service. Greece is
among three countries, where the financial
coverage for costs of inpatient care is below 70 %,
at67%. Public coverage for pharmaceuticals is

also below the EU average of 64%, at 53 % (1).

Private spending
the highest in the EU
than one third of health expenditure

on health in Greece is among
as OoP accounted for more
, in 2016.

% of public coverage for % of public coverage for

inpatient care pharmaceuticals
OECD 2018 OECD 2018
93% 0 64%
67 % 53%

—&0— & 00—

(1) OECD, Health at a Glance: Europe 2018 (2) ELSTAT 2016

| The Challenge of Growth

in 2014 in
OoP.

According to WHO, 3% of households
Greece, fell into poverty as a result of

% of OoP on total healthcare spending
OECD 2018

34,3%

Q 18%
€

Access to healthcare is heavily dependent on the
adequate staffing of the healthcare system
number of doctors, its breakdown, their
distribution across the country and the number of
nurses. Greece has the  highest share of doctors
to population, but only 5% are GPs who act as
gatekeepers (1). On the contrary, Greece has the
lowest share of nurses in the EU. The
geographical distribution of doctors, also highlights
severe inequities, as physicians density varies
from 2.9 to 8.6 per 1000 population (2).

- the

Availability of doctors Availability of GPs
(doctors per 1000 population) (share of general practitioners)
OECD 2018 OECD 2018

6.6 22%

3.6 5%

—&Q—- &0

The share of population reporting unmet care
needs is generally low in most EU countries. In
Greece, self -reported unmet need for medical care
due to cost, distance or waiting times has trebled
over the last decade and is now the second
highest in the EU . There is enormous variability
between the highest income quintile (3%) and the
lowest (18.6%), highlighting unequal access to
services experienced across income

% of general population reporting unmet need for
medical examination, OECD 2018

2,5%

» ©

10%

groups (1).

10
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Resilient Health Systems

Resilience r ef er s t o heal th
adapt effectively to  changing environments
sudden crises and emerging needs, while
remaining fiscally sustainable. In this context,
significant focus is given to two pillars: reducing
wasteful spending and leveraging digital
technologies

The importance of reducing wasteful spending, is
resulting from the fact that 20% of healthcare
spending can be considered wasteful (1) and
could be reduced without hindering the overall
performance of the system, as indicated from by

data from various countries around EU.

Hospitals  can be considered as the most integral
but also expensive component of the healthcare
system. The optimization of their operations can
liberate resources to be used in different areas,
without compromising quality of service.

In Europe,

20% of

healthcare
spending can be
considered as

wasteful

One such area, is the reduction of avoidable
admissions. A large number of hospital admissions
could be averted through better prevention and
management of both acute and chronic conditions
outside the hospital.

There are 5 conditions ~ for which hospitalization
could be reduced and they are relevant in the
European environment: 1) diabetes, 2)
hypertension, 3) heart failure, 4 ) chronic
obstructive pulmonary disease (COPD) and
bronchiectasis and 5) asthma . These conditions
accounted for 4.6 m. admissions , across the EU,
in 2015. When expressed as a percentage, of total
admissions that could be avoided , this figure
reached 5.6% (1). Data for Greece is not
available,  highlighting the fact that data and

digital technologies are not leveraged, in
order to move towards a more people -
centered system

(1) OECD , Health at a Glance: Europe 2018

| The Challenge of Growth

system

In Europe , 5,6% of hospital

admissions due to five chronic
conditions could have been
potentially avoided.

Reducing hospitalization requires a transformation
and along -term effort. Better primary and
community care are needed in order to achieve
better prevention and management of diseases
outside the hospital.

Portugal established a call center that
operates around the  clock and , among
other services , provides guidance to

patients based on their needs. Among
800,000 callers in2017 , 26% were
advised on self-care, 42 % referred to
physicians and 24% directed to
emergency services.

The development of intermediate in -home care
services has also emerged, in some countries, as
an alternative to hospital -based care services.

In some parts of the UK, since 2005
Avirtual haserbdensetup to
provide care at home for people
A recently discharged or at high risk of
hospital admission. Evidence shows
4hY that they have reduced unplanned
hospital admissions and the length of
stay for the mostatrisk groups.

Curbing the overuse of hospital services can
significantly contribute towards reducing wasteful
spending.
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The use of Pharmaceuticals is another area,
where rationalization can lead to a more resilient
health system, as medicines and medical goods
represent around 1/5 of healthcare spending

Encouraging rational use of pharmaceuticals is a

key priority, as overprescribing and inappropriate

use of medicines lead not only to increased

spending but also extend the risk of therapeutic

failure and the development of antimicrobial

resistance. Both of those effects can be associated

with higher costs for the system. In 2016, the EU
weighted average  consumption of antibiotics was
22 defined daily doses (DDD ) per 1,000 population
per day, while in Greece the consumption was

more than 50% higher, at 36 DDD per 1,000
population per  day (1).

Consumption of antibiotics,

In DDD per 1000 population per day , GR vs EU, OECD 2018

O
E

Improving adherence to prescribed medication is
another priority area that can lead to reduced

waste. The costs associated with poor adherence
in Europe each year, are estimated to be
approximately 0125 billion (1), as a result of
avoidable hospitalizations and emergency care

visits.

Modelled over a 10 -year period in

. five EU countries , the potential
n 0 QI' savings from increasing
adherence to antihypertensive

. @ treatmentto 70 %, have been

estimated at G332m. (2)

Significant opportunities for improving adherence
are laying ahead. Evidence has shown that, for
specific chronic diseases, less than 1% of patients
are adherent to treatment, one year after the
diagnosis.

(1) OECD , Health at a Glance: Europe 2018 (2) Mennini etal., 2015 (3)

| The Challenge of Growth

Apart from patient non  -adherence, a range of
other factors also contributes to wastage.
Inappropriate  repeat prescribing and dispensing
processes , which may cause excessive volumes of
medicines to be  supplied, and also frequent self -
medication are leading to increased waste (4 ).

A study examining waste samples in
Vienna, in 2015 -16, found significant
ﬂ quantities of  prescription medicines
discarded in household garbage . By
' extrapolation, their value was estimated
atapprox. 6% of the national public

pharmaceutical spending in that year

Another approach to avoid wasteful spending for
pharmaceuticals is to ensure that the medicines
selected for procurement or reimbursement reflect
good value for money. Value for money in the
selection and coverage, procurement and pricing

of pharmaceuticals can be ensured through Health
Technology Assessment (HTA). If built with a
holistic view on value, considering both societal

and economic benefits, HTA can lead towards
reducing waste without decreasing the

expenditure, as better outcomes can be achieved
through a better value for money relationship.

Digital technologies provide opportunities to

deliver health services more efficiently. The use of
ePrescription in Greece is a step towards reducing
wasteful spending in the country , although it is not
considered to be optimally leveraged and there are
no reported data regarding its penetration.

The use of Electronic Medical Records (EMR) is not
widespread in Greece. Efforts have been made to
introduce EMRO6s, starting
physician offices. In fact, the penetration in

primary care offices appears to be high (100%
compared to the EU average of 81% (1)), but this
should be mostly attributed to the small number of
those offices . Indeed, in terms of specialist

doctors, in both hospitals and private offices, the
use od EMROs itshelw.t i mat ed

Vogler and de Rooij, 2018 (4) Trueman etal., 2010

12
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Protection and Prevention

Protection and prevention are more and more Smoking, alcohol, obesity and physical activity are

i mportant in today6s envi r on theman faatars thatar assaciatddevith disehises

people who die prematurely can be decreased and premature deaths, across EU. According to

through more effective disease prevention recent estimates 790,000 people in EU countries

activities and targeted healthcare interventions. died prematurely in 2016, due to those factors

The current COVID -19 pandemic reinforces the

focus to be given on vaccinations and adopting Historically Greece has showcased relatively good

healthy lifestyles. popul ationés health conditions
factors such as healthy diet and lower alcohol

Effective vaccination coverage across all EU consumption compared to other EU countries.

countries can be considered critical, in the effort to Prevalent risk factors suggest that the main causes

contain vaccine -preventable diseases. EU countries of diseases are rather behavioral, with smoking

have established childhood vaccination programs, and obesity rates constituting major health issues.

contributing to reducing many deaths related to Greece has reportedly one of the highest smoking

these diseases, although the number and type of rates among EU28 countries (2), notably

vaccines vary, tosome extent, across countries. exceeding the European average. Overweight and

Greece has one of the highest rates in vaccinations obesity issues have been observed among all age

for both measles and hepatitis B. More specifically, groups, with  children and adolescent

97% of children were immunized against obesity being the second highest in

measles and 96% against hepatitis B , Europe in 2014 (3). In addition to these factors,

compared with the EU average of 94.3% and the economic crisis has prompted a rise of poverty,

92.6% respectively (1). This trend however is unemployment and severe constraints of

expected to further grow, in the context of the household budgets, which in turn have affected

COVID - 19 crisis. popul ationés overall health be

) o status.

Efforts should also be put into preventing illnesses

which are widespread and have a wide Public Health Issues in Greece

socioeconomic impact. One such example is the Note: The closer the dot is to the _center the better the country

i performs compared to other EU countries.
promotion of mental health. Mental health
problems are associated with direct costs for Smoking

treatment and also with lower employment and

worker productivity. This is even more significant

as more than one in six people across EU countries
reported a mental health problem in 2016.

The total costs associated with mental health
disorders, have been estimated to amount more

than 4% of GDP across EU countries, equivalent to

over U600 billion per year, making the promotion

of mental health and the improvement of  access to
treatment for people with poor mental health, a
priority . In Greece, the costs related to mental

health are estimated to be 3% of GDP (1).

Binge

Obesity Drinking

Physical Activity

Costs related to mental health problems
% of GDP, GR vs EU, OECD 2018

o
(=

These findings indicate the importance of focusing
on health promotion and disease prevention.
Actions in that direction could help reduce the
burden of many diseases, relieve pressure from
the system and avoid a large number of premature
deaths.

(1) OECD , Health at a Glance: Europe 2018 (2) Eurostat (3) State of Health inthe EU  -Greece Country Health Profile 2017
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The Challenge of Growth:

As the global trends drive

pharmaceutical

| The Challenge of Growth

Pharma Perspective

expenditure to higher levels, the

challenge is to create the framework in order for the industry to be a catalyst for

achieving the targeted policies.

Growth in Pharma Expenditure

While differences between countries exist,

innovation drives much of the growth in

pharmaceutical expenditure worldwide, with novel,

but costly, therapies that address key unmet

needs as a focal point.  Before considering the

impact of COVID -19, global pharmaceutical

spending was predicted to outpace overall health

care spending, also raising the need for

rationalization. Worldwide expenditure on

prescription medicines  was expected to rise from

US$828 billionin 2018 to ~US$1.2 trillion by

2024. From 2018 to 2024, CAGR for was expected

to be 6.3%, or six times the actual 1.2 % over the

period between 2011 and 2017 (1 ). While a

negative impact on demand is expected due to

delays of non urgent treatments, supply chain

disruptions and delays in launching new drugs, this

is expected to be neutralized by the increased

demand for particular treatments (such as anti -

virals ), stockpiling effects and an increase in

vaccinations. Overall, analysts expect only a

marginal slowdown in the annual growth rate in

the global pharmaceutical spending, if any.
Worldwide Expenditure on Prescription Drugs,

2018 -2024 inb. $ - before COVID -19 effect

CAGR +6.3% 1.196 H Prescription
528 962 = Orphan
B Generics
ﬂ 0
2018 2024

This growth however can provide the opportunity
to the pharma sector to act as a catalyst towards
a sustainable healthcare system, via:

1. Efficient  Treatment of Chronic Diseases

The value of pharmaceutical innovation lies not

only in the fact that new medicines improve the
health and quality of life of patients, but also in

their ability toimprove the overall efficiency and
sustainability of the healthcare system.
Pharmaceutical innovation is assisting in tackling
diseases more efficiently and improving the health
status of the patients. The use of new medicines
can offset healthcare costs via the decrease in
hospitalizations, examinations and medical visits,

and significantly contribute to cost -savings .

(1) Deloitte , 2019 Global Life Sciences Outlook
Hospitalization Risk and Healthcare Cost, Medical Care. 2005 Jun;43(6):521

2. Adherence Reducing Hospitalizations

Significant outcomes and savings  can be achieved
when innovative therapies are combined with

effective management of the patient throughout

the treatment as patient adherence to treatment
can be closely linked to health expenditure,
especially in the context of the COVID -19 crisis.
Research in the US has shown that an extra dollar
invested in greater adherence can produce a

saving from 10 dollarsin health costs, for diseases
linked to hypertension, to 4,  for diseases linked to
dyslipidemia (2). On the contrary, non -adherence
leads to a series of incremental healthcare costs,
in cases where diseases enter in acute phase.

3. Patient Centered Approaches

In an effortto  reduce thetimeto  treatment,
improve access to medicines and enhance
adherence, m any companies are involved in the
transformation of  the health system  shifting their
focus from treatment to prevention and more

notably to the total cost of iliness, by providing
scalable and efficient customer solutions within
hospitals. These solutions accelerate patient
journeys to care and, on the same time, aim to
address the pain points of the ecosystem.

4. Social Responsibility

The pharmaceutical industry can also create

societal value, having  the potentialto  cover the
needs of vulnerable social groups  for medicines
and essential medical  goods. It can also promote
education and awareness regarding rational use of
medicines and healthy lifestyles and support the
state in the development of infrastructure projects
in the field of healthcare (e.g. creation of

registries) through PPPs.

A Plan Towards the Future
A bold action plan , which will enable the

pharmaceutical industry to unlock value and
contribute towards a sustainable health system,
is required. The action plan will deliver a holistic

vision for a sustainable and patient

centered pharma policy by accelerating
reforms already in place, acknowledging
impediments and leveraging best practices, in a
period where the healthcare budget is under
unprecedented pressure and the collaboration of
the stakeholders is a prerequisite.

(2) Sokol M., McGuigan K., Verbrugge R., Epstein R., Impact of Medication Adherence on
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The P harma Sector in

With multiple stakeholders involved in

the MoU Era;

the Greek Ecosystem

| The Pharma Sector in the MoU Era

Ecosystem

(Doctors, Pharma

Wholesalers, Pharmacies) , achieving a balance between Supply and Demand, in
a sustainable model, is a significant challenge.
Pharmacies
Market
Access & s _ . .
p Distribution Prescription Diagnosis
Pricing
O\ M\ O\ O\
\/ / \/ \/
Pharmaceutical ;
. Patients
Companies
Suppl Hospitals b d
u eman
________ p Ey_______> 4________________
Until recently, the Greek market was one of the centers, rural surgeries and
few with no elaborate mechanism in place  for the do not provide generalist or preventive care or act

evaluation of cost - effectiveness and affordability of
new medicines.  Without filtering the number of
medicines, the positive reimbursement list

contains more than 7,000 medicines, at least ten
times more than any other EU member state (1).

With over 10 thousand pharmacies in operation,
Greece has 96 pharmacies per 100 th.
inhabitants (vs. EU28 average of 31 in 2017),
while the number of pharma wholesalers is equally
high (128 in 2017) (2).

Despite the various reforms, the intermediate
layers account in 2019 for over 30%  of the Retail
Price (3).

Furthermore, the Doctors constitute a critical

group of stakeholders, with Greece presenting

almost two times as many doctors as the EU
average in 2016 (6.6 vs 3.6 per 10 th. inhabitants)
(4). still, according to the European Commission,

the main problem is not a lack of doctors, but a

lack of generalists, the uneven geographic

distribution of doctors, and the lack of doctors in

public facilities.

The primary health care sector has been

historically underdeveloped in Greece T with a
share of spending of  22% for Outpatient Care
vs. 30% in EU (4).  The majority of public health

(1) Deloitte Analysis (2) IOVE
OECD Health at a Glance: Europe 2018 (5) IOVE

as gatekeepers, but rather provide specialized
ambulatory (outpatient) services.

All those inefficiencies have contributed on putting
extreme pressure to the system and led to an
increased spending, which peaked in 2009 at 5.1B
U ,in the outpatient  market, with the public
expenditure per capita in Greece exceeding the EU
averages by almost 60%.

Public  Per Capita Expenditure on Pharma( 0),

Greece vs. EU22 (5), 2009
ce
e

22 3
Q/g ©)

Soon after this peak, the  pharmaceutical sector
became a priority area in the effort of the fiscal
adjustment under the various
voting and implementation of numerous reforms,

aiming to contain public spending.

-SFEE The Pharmaceutical Market in Greece Facts & Figures 2017 (3) IQVIA Market Trends Q1/2019 (4)
-SFEE The Pharmaceutical Market in Greece Facts & Figures 2015 -2016
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The Pharma Sector inthe MoU Era: Key Reforms

In an attempt to contain the pharmaceutical expenditure, several reforms have

been introduced inthelastyears -i n part due to the countr:
the financial adjustment programs. Still today, distortions are apparent in the

market, as several structural measures have only been partially implemented.

Therapeutic Protocols/Registries

1
1 .
Prescribing | iotion Physician Prescription
Behaviors H Budgets Targets
Demand !
1

. E i Prescription System
side | ____________

3 easures ] _ -
% Generics H Generics Prescription
. Targets
Policy !
1
1
1

INN Prescribing

[]
1
: Quarterly New Product Prices
1
—» Headline H . .
Price Cuts h Reduction of lower Price Thresholds
1
I
I
I
I
I
1

Continuous Price Reductions, biannual and annual price reassessments,
reduction in profit margins

Reference . S o
—p Pricing Reimbursement Cgmmlttee. Dleqsmns made on
Calculations external reference criteria and clinical assessment
1
1
1
1
Reimbursement ! New Positive List, Negative List, OTC List,
> Controls | General Distribution Product List
1
: No New product Negotiations HepC /New Negotiations
Reimbursement 2012/2014 Committee
Supply |
Side —>> Distribution e .
Measures Margins Reduction in wholesaler and Pharmacists margins
ent market Rebates & Clawback Hospital Clawback and
—>

1
1
Rebates & | higher overall Rebates
@ Clawbacks |
:
1

Patient
6 Copayments

Structural Establishment of
@' Reforms EOPYY

System Y B\ System
Oversight Infrastructure

Measuress | @0 @02

Spending Caps

©

Types of Reforms: Structural / Partially
Implemented

Source: Del oitte Research, AEFPI A SFEE Meetingo slides
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Key Reforms:

An electronic prescription system (EPS) was
introduced in 2012, with the aim to rationalize
demand via monitoring the prescribing behavior
and the dispensing patterns. While the EPS is
widely implemented, no formal auditing of the
prescribing behavior  is carried out in order to
ensure compliance.

Structural reforms in the form of therapeutic

protocols and fiscal interventions as physician
prescription budgets, were also introduced. In

January 2014, a ceiling of 80% of the previous
year6s prescription budget
monthly amount that a doctor could prescribe -
this measure was amended in 2015 and the

all owance would depend on t
specialty, the number of patients, the region and

the season ( 1). In total, 72 therapeutic protocols

have been published in Mo H dwnebsite, but their
implementation in practice remains to be

evaluated (2). Patient registries have been

developed only for specific diseases (hepatitis C,

chronic myeloid leukemia and multiple sclerosis)

and are not yet leveraged

The prescription mechanics should be reviewed for
the Hospitals as well, in order to ensure that the
appropriate controls are in place and the protocols
followed.

The coverage of the uninsured population is
another factor that contributes to increased

demand and adds an extra dimension to the
efficient gatekeeping of EPS . Between 2018 and
2019, according to EOPYY, the numbers of
uninsured people  who obtained access not just to
hospitalization but also to retail medicines
increased by 45%.

Evidently, the volume of monthly prescriptions,
despite all reforms undertaken, has increased
45Mto6.5M  between 2012 and 2016 (3 ).

from

,
Volume of Monthly Prescriptions (3)

4.5 M 6.5M
2012 2016

\ J

(1) European Observatory on Health Systems and Policies,
IQVIA Market Trends Q1/2019

Demand Side

he “pmmysSTCT

Health Systems in Transition

| The Pharma Sector in the MoU Era
4 \
Penetration of Medicines Based on their
Patent Status, GR vs EU18, 2019 (4)
=3
On-patent
34,1%
61 - ) Off-patent
= Generics
33,6%
20,5%
u Others
\_ - ; J

alnos

Generics penetration in the Greek market has been
lower to most EU member states. In 2019, the
generics market share in Greece in volume terms
was 34.1 % on average in comparison with 61.3%
of the EU18 average (4 ) - however in certain
categories the penetration is significantly higher
even compared to the EU average.

Following the establishment of the EPS in 2012,
the use of generics has been promoted by a
number of measures, including: requiring
physicians to prescribe medicines using the active
substance (allowing the use of brand names only

in specific circumstances), requiring 50% of
medicines prescribed in public hospitals to be
generics and introducing mandatory generic
substitution in pharmacies. Also, a policy is in

place stipulating that the maximum price of
generics cannot be set at more than 65% of
branded drugs . Still , these initiatives have not met
the initial targets, due to the distortion of the
pricing mechanism, an established culture of
preferring branded medicines instead of generics,
an inconsistency in the existence of clinical
guidelines (covering all incidents ), as well as to
technical setup of the market (for example, the
prescriptions system i s
prescribing).

not

, Greece, vol 19 (2) Deloitte Analysis, (3) SEV, (4)
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Key Reforms:

Greece implemented a series of measures in order
to rationalize the pricing mechanism, including the
quarterly introduction of price list for new
medicines and the bi -annual re-pricing. For the off -
patent medicines the price would be either the
average of the 3 lowest prices in the EU or 50% of
the original price. For generic medicines, the price
was fixed at 65% of the branded price prior to
expiration. It was also determined that each
repricing would have a maximum reduction of
10%.

These reforms caused frequent changes in the
medicine price list, thus creating a volatile
environment, as well as distortions. On -patent
drugs are priced lower than other EU countries,
generics are priced higher and off - patent drugs
prices are close to the EU levels.

In an effort to enhance stability, the government
proceeded to further reforms in 2019 aiming to
further to improve the pricing mechanism.

Specifically, Greece moved to a less frequent
(annual) repricing of medicines, where ceilings of
0% for increase and 7% for decrease were agreed,

in each repricing foron  -patent and off -patent
medicines.

In the complex Greek healthcare system, the
matter of profit margins for all stakeholders has
always been under discussion between the
European Institutions  and the Government .

As already stated, Greece has the highest number
of pharmacies per capita (2), while the wholesalers
operate at a regional rather than national level, as
this part of the value chain is highly regulated.

Key issues concerning the  regulated distribution
chain in Greece go beyond the various layers of
margins (which are currently close to the EU
average) and include the limited opportunity for

the pharma companies to control their stock and
thus increase accountability (e.g. asameansto
control parallel exports).

(1) Implementing HTA in Greece,

Supply Side

| The Pharma Sector in the MoU Era

The majority of the European countries employ
external reference pricing (ERP) as well as HTA.

The pricing of reimbursed pharmaceuticals in

Greece has traditionally been based on ERP, as
Greece is a dynamic player of the European ERP
system.

For many years in Greece, the first pricing for
branded, biological, bio  -similar, hybrid and biotech
medicines, as well as their re - pricing was
determined by the average of the 3 lowest EU
Member Statesd prices.

This mechanism was amended with a new reform
in 2019. This happened in an effort to restrict the
basket to the same currency zone and avoid
distortions due to currency fluctuation. Under the

new mechanism, the prices for the on -patent and
off - patent medicines would be determined by the
average of the two lowest ex -factory prices among
the EU -zone member states.

Until today, no action has been taken regarding a
move towards Value Based Pricing.

Greece established the necessary framework for
Health Technology Assessment (HTA) and the
negotiation committee in January 2018, in an
attempt to redesign the reimbursement process
and introduce positive and negative
reimbursement lists.

The current legislation suggests that in scope are
new active substances, new indications of already
reimbursed drugs, new drug combinations, new
generics, drugs appearing in the positive list
during the last 3 years, and all therapeutic
analogues for which an application for inclusion
has been filed (1).

Key concerns for the first months of operations
include the volume of drugs in the positive lists

(much higher compared to other EU countries -
with 7,000 medicines compared to less than 1,000

across Europe, as estimated by the market), as
well as the staffing of the Committee with full time
professionals and the governance procedures (e.g.

the role of EOPYY, the role of the Ministry and the
role of the Patients).

P. Kanavos V. Tzouma A.M. Fontrier K. Souliotis , (2) IOVE, The Pharmaceutical Market in Greece 2018
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The Clawback is the amount that pharmaceutical
companies have to return to the state when

spending for pharmaceuticals exceeds the public
budget.

In 2012, a Clawback mechanism was imposed on
pharmacies and pharmaceutical companies for the
out - patient market. In 2016, a similar mechanism
was also introduced for the in - patient market as
well. The implementation of the Clawback
mechanism followed the Rebates introduction in
2009. currently, 90% of the Clawback that
companies have to pay depends on market share
and 10% on the market penetration level of each

medicine. A proposal was made by the MoH, on
December 2019, to move to a 75% - 25% split
and to exclude the generics and the off - patent

medicines from the 25%
growth.

market penetration

Although Clawback was introduced as an
emergency measure to ensure
medicines, it is expected to apply at least by 2022,

while it has been growing year over year.

Indicatively, in 2018, total industry contributions

reached ~32% of total public pharmaceutical

spending for outpatient medicines, compared to

10% in 2013 (1).

Following the reduction in the contribution of the
Public Sector, the market experienced a significant
surge in patient contributions through increased
copayments.

In spite the fact that the size of copayments is in

line with the EU average, the structural
inefficiencies of the Greek healthcare system, lead

to higher than the EU average OoP payments for
retail pharmaceutical by the patients. More
specifically, OoP in 2016 constituted about
the expenditure on retail pharmaceuticals, in
comparison with the EU average of 34% (2).

47% of

Co-payments in Greece apply at a rate of 0% for
life -threatening diseases, 10% for chronic diseases
and 25% for all other types of disease.

(1) SfEE (2) OECD, Health at a Glance: Europe 2018
Surveillance Report 2019

| The Pharma Sector in the MoU Era
Total rebates & clawback (0 6 0 0 0 as& % of
total outpatient public pharma spent) (1)
1.600 31,9% 35%
31,4%
1.400 30%
27,6%
1.200
25%
21,2%
1.000
16,0% 20%
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400
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pati entso access 10

In the effort to contain healthcare
address the absence of an ePrescription system in
hospitals, a number of tools were adopted between
2010 and 2014, such as effective procurement

policies, e -auctions tendering and negotiation of
contracts with suppliers as well as the

establishment of a Pricing Observatory for Medical
Supplies in 2009.

spending and

Although Greece met the targets,  with
approximately 38% savings in medical products

(3), the responsible organization (Healthcare
Procurement Committee - EPY) was abolished. A
few years later, the authorities set up a new body
responsible for central procurement (EKAPY), with
the goal of achieving a share of centralized
procurement in total hospital expenditure of 30%

by mid -2020 and 40% by mid  -2022 (4).

However, it is not yet possible to assess whether
EKAPY will improve the results achieved with EPY,
due to the rather long period in which activities
were interrupted, to  the fact that EKAPY has not
yet launched genuinely new tenders and to
concerns regarding the  staffing the new
organization.

(3) SEV - Thematic Study on Public Procurement System Reform, Z)I5C, Enhanced
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Key Reforms:

Structural Reforms

In 2011 all public health insurance funds merged
into EOPYY, a unified health fund. This proved to
be a major development in health insurance with
the aim to equalize contribution rates and health
care benefits across occupational groups, for those
employed and their dependents. EOPYY acts as a
single purchaser of health services and
pharmaceuticals for the insured population. While
the implementation of EOPYY has been an
improvement so far, some challenges remain,
notably the effective allocation of assets to EOPYY,
the persistence of arrears in their payments to
public and private providers and the collection of
contributions.

In 2017, with the primary care reform the role of

GP was introduced and local healthcare units were
developed. However, the primary care remains

weak with reforms not fully implemented yet.
Another important regulation was the effort to

achieve a greater decentralization of health care
authorities - 13 regions were created and were
expected to play a much greater role in managing

and organizing human resources in the ESY and

the provision of primary health services.

Furthermore, since 2016, the access of uninsured
people was voted, a measure which aimed to cover
the increased number of unemployed population
the country

Spending Caps

Expenditure ceilings in the public pharmaceutical
budget were introduced, in both the out - patient
and the in -patient market, as a safety net to
ensure the fiscal stability of the system. Since
2016, Public outpatient pharmaceutical budget was
set at 0 1,945 billion
stable onwards, marking a decrease of ~62% from
20009. Public hospital budget
million, noting a decrease of ~33% from 2012. The
public hospital budget
455 million in 2018. In 2018, the inpatient budget
was raised by G 50 milli
the introduction of closed budgets, in an effort to
cover the emerging paoweeent s 6
such measures are not considered as forward

looking. They aim at solving short term problems

annua

was f

on f

and do not provide the required fiscal space.

(1) IOVE, The Pharmaceutical Market in Greece 2018
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System Oversight

System Infrastructure

Significant progress has been made in creating the
appropriate infrastructure in public hospitals as

well as in EOPYY and the Ministry of Health. EPS
has been established and is run by IDIKA. EOPYY
has developed a Bl system which collects and
processes all the data of  prescribing . All major
hospital have their own Bls, which have been
developed by different providers. All data from the
hospitals Bl systems are gathered by Mo H @B
system.

The main challenge in the digitization of the health
sector arises from  the lack of integration and
interoperability between the systems that have
been established or are in the process of being
established. The integration could facilitate the
data exchange and sharing.

Digital tools  can help improving monitoring and
control of prescription and consumption of services
and goods and will render a future referral system
and care coordination more effective, reducing the
use of unnecessary pharmaceutical, specialist and
hospital emergency care.

Out - patient Pharmaceutical Budget, in

6.000

H Public ®Industry ®Patients

Introduction of Public
Spending Cap
has

remai ned
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Current State:

Expenditure on Healthcare

The adopted reforms led to a significant decrease in healthcare spending, aiming

to meet fiscal targets.
reduction in the
averages.

Healthcare expenditure in Greece

Healthcare expenditure in Greece has been

decreased by 34% between 2009 and 2017. In
2017, total healthcare spending was 145B 0 ,
the public spend expenditure reaching 8.8 BU

private expenditure  reaching 5.6B . Although
since 2009, public health expenditure in Greece
has decreased by ~43%, total health expenditure

has decreased at a lower rate by around 36 % (1).
Healthcare Expenditure (b. G ), Greece, IOVE 2017
22,5
71 L 149 Public
5,8 rivate
® Total
2009 2017

Health expenditure, when expressed as a
percentage of Gross Domestic Product (GDP), has
decreased from 10,2% in 2010 to 8,4% in 2017,
lagging behind the EU average of 9,6 % (1).
reduction combined with the financial crisis and
high -unemployment rates  contributed to
worsening health outcomes and inadequate access
to health services.

This

Health expenditure as share of GDP, IOVE 2010 - 2017

11%

10%

9%

8%

7%
2010 2012 2015 2017

e Sreece — 28

(1) IOVE i The Pharmaceutical Market in

The adjustment, however,
public contribution, pushing Greece below the relevant EU

and

Greece 2018 (2) SfEE

was achieved via an abrupt

The fiscal adjustment measures, led to a decrease
in the public spending which was partially covered
by a respective increase of private payments. The
share of Public Funding on total healthcare
Bxpenditure reached 61%, in 2017, below the EU
average of 80% (1).

Share of Public Funding in total Healthcare Expenditure,
IOVE 2017

80% 61%

O

This gap becomes even more evident when

viewed from the perspective of per capita
expenditure (01,381 in Greece compared to the EU
average of U 3615), highlighting the underfunding
of the healthcare sector which has put increased

=

pressure to the popul ati on
payments (1).
Per Capita Health Expenditure (4 ), GRvsEU, IOVE 2017
3615
Public
-28%
1381 H Private

) Y
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Current State: Expenditure on Pharmaceuticals

Similarly, the expenditure for Pharmaceuticals dropped sharply between 2009
and 2017, from 06.1to 04 b. A key result of the measures taken was achieving

the pursued fiscal adjustment through the reduced contribution of the Public

sector, rather than of curbing demand.

Pharma Spending in Greece Considering the 2016 figures, Greece had the
highest share of industry contributions over total

In an attempt to meet the targets set by the MoUs,  pharma expenditure excl. patient contributions,

public expenditure for pharmaceuticals and other compared to other EU countries, where the

medical non -durable goods in Greece, asa  share average was ~9 % (2).

of GDP, was decreased by 201710 1.1%, coming Share of Industry Contributions on total Pharma

closer to the EU22 average of 1%(1). expenditure excl. patient contribution, 2016 , SfEE

The reforms were mostly focused on fiscal = p—

adjustment and cost containment. As a result, -

while the private per capita pharma expenditure in G 10%

2017 exceeded by 25% the EU average, the public

was below it by ~40%. 9%

o
o K
=

3%

Per Capita Pharma Expenditure, GR vs EU, 2017, IOVE

135 Ql @l [ 0%

Private
e On the other hand, the results where not similar

with regard to the ~ consumption of medicines,
despite the various aforementioned reforms. The

Public 303 total value of medicines sold has decreased by

188 37.5 % between 2009 and 2017, from 8.2 b.U to

5.8 b. U, while the volume of single  units, following
an abrupt decrease in the period 2011 -2013, grew
in the last years back to the 2009 levels at 562 m.

At the same time, there was a significant increase

in the contributions of the  pharmaceutical industry Single Units (1).

through mandatory returns and discounts Medicines Sales in Greece, 2018, IOVE
( ddawback 6and rebates ), which were introduced in
2012 as an emergency measure. Albeit the 580 0
temporary character of this measure, this payback o 560 ‘73'8 -
mechanism is expected to reach 31% of the total S 240 60
pharmaceutical expenditure in 2019 (1). - 920 50 o
S _ 500 =B
3 ~ 40 §
Industry  Contributions Evolution (m. 0), 2012 -2019, IOVE ® € 480 30 é
c g )
S 2 460 20 £
4526 4578 S ) o
4 4.003 3.986 4194 o GEJ © o I I e 2
' 3800 S 420 0,0 ,g
416 329 o a0 1011 1207 1406 1426 g o& 0,,0 0,;» 0,;1& e,;b o,»b‘ e& o”b 0,;\ °
543 2 Y vy v vy vy v vy v I
622 602 = —
- 617 625 632 Volume e \/alue

Theabove highlight the industry
an exceptional financial adjustment period for the

country. However, the noticeable disparity

between Greece and the other EU states the

importance of moving towards a pharmaceutical

2012 2013 2014 2015 2016 2017  2018* 2019 policy which will allow the industry to provide
Total Public WPatients ®Total Industry ~ @ Total Spending solutions towards a sustainable healthcare system.
(1) IOVE i The Pharmaceutical Market in Greece i Facts and Figures (2)  SfEE

24



Towards a Sustainable Healthcare Policy in Greece: Unlocking Value Through Pharma

Current State:

| Current State

Payback Mechanism & Growth Factors

As demonstrated, the Payback mechanism was introduced in 2012 and has been
growing year over year. While this, in a part, reflects inefficiencies in supply and

demand, other factors as well should be considered in order to better understand

the drivers, under the objective of taking the necessary actions.

Payback Growth: A Multifactorial Challenge

The way the Payback mechanism has been set up
in Greece requires from the industry to contribute
with a share of its revenues (based on each

companyodés mar ket share and

case of excess in the public pharmaceutical
budget. While this measure has been introduced in
order to prevent budget overshooting and increase
predictability, pressure appears to be with the
industry to serve actual population needs, as the
public budget is set quite lower.

With the public pharmaceutical budget remaining,
almost, at the same levels, over the last years,

any increase of the total pharmaceutical
expenditure contributes to the rise in the levels of
the payback.

Pharmaceutical Spending Breakdown, (m. a), 2019, IOVE

Excess in
Spending

Public
Spending
Cap

4578,0

Public Budget
B Patient Co -payments B Total Pharmaceutical Spending

B [ndustry Contributions

Multiple factors contribute to the increase of
expenditure and, thus, to the rise in the levels of
the payback, such as:

@ Mechanisms adopted to introduce

Pharmaceutical Innovation
The introduction of new innovative treatments for
specific therapeutic areas, without a risk -sharing

g agreewtent, has antinepict dn the pharneaceutical

expenditure. Innovative treatments represent an
additional expense which, under the current
status, adds on a predetermined, closed public
budget.

Portugal has reached an agreement which
includes performance -based payments
on Sustained virologic response (treatment is
only paid for patients who are cured), price
per cure (fixed payment ,independent of the
duration of the treatment) and a price -volume
component

Another factor related to the introduction of
Pharmaceutical Innovation is the Horizon Scanning
process. A well functioning Horizon Scanning
process can enable pharmaceutical expenditure
projections and allow for effective planning with
the aim to limit the impact on pharmaceutical
expenditure.

Introducing policies without

considering the corresponding impact
The determination of the closed budget should
consider the introduction of policies which will
have an impact on total pharmaceutical spending.
While the budget has been fixed in the last years,
numerous policies have been introduced which are

estimated to have led to increased spending T
indicatively:

A Increased VAT rate  for certain products
A Expiration of pricing agreements
A Reduction in co -payments for certain products

A Increased Number of Social Security Numbers

Lack of Audit Mechanisms

The payback mechanism lacks an appropriate audit
procedure, so as to monitor performance, allow for
corrective actions as well as to increase
compliance from all stakeholders.
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Current State:

Impact of the

Payback

The implementation of the payback mechanism, in its current format, appears to
pose risks for the industry (business hazard), the wider ecosystem (moral
hazard) and the public financials as well (fiscal hazard).

The implementation of the mechanism in its
current setup does not support the long term
sustainability of the healthcare ecosystem, as it
poses risks for all the stakeholders:

Key Risks from the Current Setup of the Payback

Mechanism
Fiscal
Hazard
Moral Business
Hazard Hazard

Fiscal Hazard

As stated inthe Enhanced Surveillance Report of
the EC (June 2019), f D e s piinprogements in
collection, the generation of new clawbacks is
quite high and has  been increasing over time to
levels, which may soon become not sustainable.
The pace of collection  of clawbacks has seen an
improvement in the last years, however recent
measures to dilute the repayment by providers,
raise concerns  as to the future evolution of
clawback collection and thus the liquidity of EOPYY
and the deterrent to providers of facing high
repayment so.

Business Hazard

Product profitability inevitably has an impact on
numerous business decisions - introduction of new
products in the country, planning for the necessary
resources, commit for investments.

The significant business impact is apparent when
considering that the payback for 2019 is expected
toreach 01.3 bn., which represents an increase of
(200M (18%) from 2018, while total pharma sales
reached (5.8 b. in the same year (1 ). For the
providers, the amount to be collected in 2019 is
0200M, which is on the same levels as in 2018.

(1)) IOVE i The Pharmaceutical Market in Greece

i Facts and Figures

As described in the last Enhanced Surveillance
Report (February  2020), with a  view to correcting
clawback trend, the authorities are planning to
strengthen the efforts on the implementation of
compulsory prescription/treatment protocols,

which aim to curb inappropriate prescribing
behaviors.

To further promote the reduction of the clawback,
the European institutions have encouraged the
authorities to consider a revision/redesign of the
clawback mechanism to strengthen all stakeholder
engagement, such as, for instance, by including an
element of risk  -sharing.

Moral Hazard

In principle, a payback mechanism should acts as
a safety net, protecting the ecosystem from the
risk of excess in spending. In the current setup,
the mechanism provides no incentives or change
of action to the key stakeholders, a mentality that
may as well compromise the health status of the
population:

| Current State

The public authorities are not
incentivized to  implement structural
reforms, which  would lead to
rationalizing spending and to a
sustainable healthcare system, as the
payback ensures neutral fiscal impact.

Patients  are not incentivized to
rationalize the  consumption of
medicines as most of the medicines are
covered by health insurance while
there are no campaigns for
overconsumption of medicines.

Pharmacies  are not incentivized to
streamline the  distribution of
medicines, as their remuneration is
independent of the level of spending on
pharmaceuticals.

Doctors are not incentivized to
monitor prescription levels as they are
not affected by the size of spending.
The absence of an audit mechanism
also contributes to that direction.
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Current State: Payback practices in Europe

The implementation of payback mechanisms is based on different principles
around Europe. While, in many countries, payback mechanisms are more
elaborate , deploying balancing mechanisms and exemptions to contain any
negative effects, Greece appears to have established no such provisions.

The Payback Mechanism in Greece

The payback mechanism in Greece has been
implemented in a way that is not similar to any other
European country that has implemented a similar
mechanism. Romania has followed the Greek example
and they are the only countries without any provision
on:

Payback Ceiling

A Referring to the maximum contribution by the
pharmaceutical companies

Co- Responsibility with the State

A Referring to the reciprocity principle and
c acknowledgment by the State that they are partly
0 responsible for the excessive spending on
medicines

) = Balancing mechanisms

A Referring to the ways for adjusting the payback in
0 =) order to eliminate the negative effects of clawback

= Exceptions

A Referring to the different items of the budget
removed from clawback calculations (i.e. vaccines)

Payback Co- Responsibility Balancing

Countries Ceiling with State Mechanisms

Exceptions
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: Balancing Mechanisms
Exemptions

Balancing Mechanisms ﬂ Industry pays its contribution in the
Clawback Ceiling form of taxes on turnover after

Co-responsibility with
state

neutralization, a procedure which involves
predefined reasons for potential
exceedance for which industry is not
responsible.

C‘ Never exceeded the pharmaceutical
budget so far thanks to other mechanisms
allowing to balance the budget.

n Clawback can be reduced for companies
selling medicines against HEPC if certain
conditions are met in terms of turnover and
the companies sign a convention with the
Economic Committee for Health Products
(CEPS).

O Establishment of two funds: innovative
drugs (500M) and oncology innovative
drugs (500M). If expenditure exceeds the

fund, the overspending is added to non
retail medicines.

0 For the outpatient market, 100% of the
overspent is distributed to pharmaceutical
companies, wholesalers and pharmacists,
proportionately to their share of
overspending.

' Payback Ceiling @&

®

MaX|mum contribution for .
companies is 2.5% of the @ Exceptions
pharmaceutical budget.

n Orphan drugs, blood products, drugs in

n Maximum contribution for . .
hospital forfait

companies cannot exceed 10% of
companyods turnover. G Multiple source products

Co-responsibility with @ Prescription medicines

State

6 Both parties (industry and
government) contribute to the
financing of overspending and G Hospital medicines and medicines with
healthcare budget is reviewed each risk sharing mechanism set

year based on actual ast

expenditure. G Generlcs

n Generics and orphan drugs (in the limit
of 30M)

0 F Innovative and orphan medicines

C‘ Reduction of clawback for R&D

0 For the inpatient market, the . .
investments in the country

overspent is borne by both industry
and regions (50% share each). 0 Products derived from human blood or

plasma and vaccines included in the NIP
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