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1. Context and Pharmaceutical Spending Development; 5 areas causing

distortion



Rational Pharmaceutical Policy — Improving access,
promoting rationality, ensuring financial sustainability

LSE

Objectives of pharmaceutical policy

=  Macroeconomic-efficiency (keep within a fixed

budget; financial sustainability) A
= Microeconomic-efficiency (resource allocation,

optimal prescribing, therapeutic pathways) A
= Equity (leave no one behind) Re dich B:Lecg écl)git]s
= Choice and responsiveness g%‘ fseh:sﬂng Lr}ﬂ;de ?g ;Efe zosts
= Rational drug use (providing the most servncc.*s'

appropriate treatment and monitoring its effects)

Extend to ont nooled fund
Role of value assessment system non-covered
.. , _ R — »
Improve efficiency in resource allocation Car b
< which services
EncourageT rational pr.escrlbmg through clinical & Population: whois covered? e o
cost-effectiveness guidance
Contribute to the achievements of Universal I —

Health Coverage (UHC)




The evolution of pharmaceutical expenditure, 2012-2027

i Budget B Paybacks B Copayments

2012 2013 2014 2015 2016 2017 2018 2019 2020 2021 2022 2023 2024* 2025* 2026* 2027*

Source: IOBE, Z®EE Facts and Figures *Own Estimations



The evolution of pharmaceutical expenditure per distribution channel,
2022-2027

Retail EOPYY Hospital

3.035 3.003 2.120
2.860
2.754 149 2.724 1.927
2.501 140 2.522 1.730
2.339 131
2.189 5 2.232 1.545
2.061 = 1.423
: 1.879 175
I I 1.217
2022 2023 2024% 2005+ 2006% 2027* 2022 2023 2024*% 2025*% 2026* 2027% _— 0 —— i e —

mBudget mPaybacks mIFET M Budget M Paybacks WIFET
M Budget M Paybacks MIFET



Evolution of pharmaceutical legislation and pharmaceutical
spending 2012 — 2024

Pricing on the
Average of the 3
Lowest Prices in EU

Off-Patent Pricing at
50%.

Generic Drug Pricing
at40% of the
Original Drugs.

Introduction of
Clawback in Outpatient
Expenditure.

Introduction of a 9%
Rebate on Sales.

Introduction of 160
Therapeutic
Protocols and
Mandatory
Prescription Based

4' 3F9n Them.

2012

4,003

2013

Pricing

Paybacks

General

| Generic Drug Pricing at
| 65% of the Original
[ Drugs.

Prescription based
on INN

i
:

2014

! Pricing Based on the
9-Digit Code.

Off-Patent Pricing
Based on the Average
of the 3 Lowest Prices
in the EU.

Introduction of
Clawback in Hospital
Expenditure.

2015

i
i

Introduction of a
Polynomial Formula for
Rebate Calculation
(Maximum 30%) +25%
for New Medicines.

Introduction of the
90/10 Rule in Clawback:
90% of the Clawback
was paid by all, and 10%
by those with growth.

e ——

Equalization of Generic i
Drug Reimbursement '
Price with the Retail Price.

Automatic Inclusion of
Biosimilars in the Positive
List if They Are Cheaper
Than the Originals. '

4,618

4,392
2018

Establishment of an
Electronic Pre-Approval
System (EPAS).

Establishment of an HTA
(Health Technology
Assessment) Committee
and Definition of
Criteria.

Establishment of a Price
Negotiation Committee.

5,028

Abolition of
the 25%
Rebate for
New
Medicines.

Introduction of
Prescription
Protocols for
Antibiotics.

2020

O ———————— — — —

Pricing Based on the
Average of the 2 Lowest
Prices in the Eurozone.

No Repricing of
Medicines with an

DTC < €0.2.

Price Reduction Cap of up
to 7% During Repricing.

Introduction of RRF

(Recovery and

Resilience Fund)

Fundsinto Budgets.

' Introduction of Drug
Negotiation Criteria.

2022

7,160

2023

Intervention in
Distribution Channels
and Budgets (1A + 1B).

An Additional 3% as a
Supplementary Rebate
Fee for High-Expenditure
Categories.

An Additional 5%
Rebate for Unique
Medicines.

Full or Partial Exemption
of Medicines Priced
Below €30 from
Clawback Payments in
Hospitals.

Partial exemption of medicines

with KHO < €0.2 from CB
payments at pharmacies

Abolition of Clinical
Value as a Negotiation

i
' Criterion

7,480

2024

No Repricing of
Medicines with
DTC < €0.33.

Abolition of the
Equalization of
Generic Drug
Reimbursement Price
with the Retail Price,
Capped at €3 per
Generic Package.
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2. The Clawback Mechanism



Evolution of Total Industry Paybacks (€ m., 2012 — 2023)

A 13 fold increase in paybacks in 12 years

2012 2013 2014 2015 2016 2017 2018 2019 2020 2021 2022 2023



The current health system rewards increased consumption |.SE

only

Their revenue depends on the # of
medical visits
They are subject to Paybacks, and their
revenue depends on its growth rate.

& Doctors

Their revenue is based on their sales volume

Wholesalers

They are subject to Paybacks, and their
revenue depends on its growth rate.

Iiiil Lab Tests

@ Imaging Tests

} Pharmacies

i

Patients

A
ﬁ Hospital

i% Tests

1
Pharmaceutical
Companies

They are subject to Paybacks, and their
revenue depends on its growth rate.

ngﬂ Hospitalization

They are subject to Paybacks, and their
¥ revenue depends on its growth rate.

Recovery

h- Surgery

!

1
Companies with medical
technology & device products.

They are subject to Paybacks, and their
revenue depends on its growth rate.

®




The Inflationary Nature of the Clawback

Increasing company sales less than market average growth rate leads to lower I-SE
net sales and lower net price

Year 1 Year 2
Pharma spend =1.000 € Pharma spend = 1.600 €

Budget = 400€ Budget = 400€
Grog Paybacks et Gross Spending Paybacks Net Spending
Spending Spending
Market 1.000 -60% 400 ‘ 1.600 -75% 400
Company A 100 -60% 40 160 -75% 40
Company B 100 -60% 40 100 -75% 25




Focus on payback redistribution rather than spending control I.SE
creates patient access inequalities

o i Total returns (in %)
Pharma Expenditure and Redistribution Interventions Patients and Products with
paybacks evolution

Implementation 90/10 rule for Outpatient Clawback (10% eI levels of access

2017 CB paid by companies with growth)
Equation Retail Price of Generics with Reimbursement Price 599 68%
()
. o 37%
2018 Change 90/10 rule to 80/20 for Outpatient Clawback (20% CB o
paid by companies with growth)

Retail EOPYY Hospital

. 0 .
2019 Change 90/_10 ru_Ie to 80/20 for Hospital Clawback (20% CB paid = Out of Closed Budget
by companies with growth)
. . m Protected Product (DTC<O0,2 or Price<30€)
Price decrease cap of 7% of annual price reassessment
Closed Budget

2022 Full or Partial Exemption of Medicines Priced Below €30 from
Clawback Payments in Hospitals, the rest allocated to other Spending Levels and Payback

companies .
Ratios per Channel

New rebate 5% for Innovative Products

g3 Drugs with DTC<0,2€ will pay 10% maximum CB, the rest HOSPITAL
2018 2019 2020 2021 2022 allocated to other companies
2024 No repricing of Drugs with DTC<0,33€ EOPYY

RETAIL
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3. The Pricing System



External Price Referencing: What are the pricing rules? |SE

o External Price Referencing (EPR) is a pricing mechanism where the price of a drug in one country is set/adjusted in
relation to the price of the drug in other countries.

o There is no fixed method as to how EPR is applied in the drug pricing process, and as a result, every country has
unique IRP rules with their own selection of reference countries and frequency of price revisions

Denmark

Netherlands

Ireland

(]
Malta

°®
Slovenia

®
France

Germany

®
Croatia

®
Luxembourg

. .
Bulgaria
° )
Hungary. Belgium
Austria Latvia
®
Estonia

o )

Spain Poland @ : °
.Slovakla Lithuania

° Finland

® )
Glaecs Czech.Republic
®
Italy

[ ]
Romania

[
® (J Portugal
Sweden Cyprus

Greek Basket (EU — Eurozone Countries)

—_

On — Patent/ Off Patent/ Combinations/
Biologics/ Biosimilar/ Hybrid

Ex- Factory price defined as the average of
the 2 lowest different price in Eurozone
Countries

Generics

EX- Factory price defined as 65% of reference
product



What are the pricing distortions? |SE

I EX-Factory/Reimbursement Price I I NET Price (after paybacks) I
* 7% Cap on Price List Reduction * It depends on the distribution channel
* Pricing based on the 9-digit code " Retall

* EOPYY Pharmacies
* No price adjustments for medicines with «  Public Hospital
DTC< 0,33€ . .
* |t depends on price protection rules
* Automatic reimbursement for biosimilars « Public Hospital < 1} > 30€
if they are cheaper than the reference « Retail<or> 0.2 DTC
medicine
* It depends on the time of negotiations
* Generic pricing at 65% of the reference « How much money has been added (e.g. RRF
medicine's price penalty) and when?

. ] . * How many agreement have been made?
* Reimbursement for generics at retail 2

price with a cap of 3€



Price Reduction Cap of up to 7% at Annual Price Reassessment

Product A: Biologic with data protection (originator) Sales 2023

-22% -7%

2022 EZ Avg 2023

Product B: Biologic without data protection
(originator)

2022 EZ Avg 2023

Source: IQVIA, Price Bulletin MoH

3182893 59 60374
-2.22519
-4.86117 I

2022

Purchases 2023

2023

39.16502

2022

B 22.74257

EZ Avge

—

mmmm 36.42442

-2.74060 I

2023

—

4.38264
-32.04178

EZ Avge

SAVINGS:
4.864.172 €

SAVINGS:
32.043.486 €




Price Reduction Cap of up to 7% at Annual Price Reassessment

Product A Off — Patent Originator Sales 2023

|:‘[>'
|:>'

*Factorized Units

2021 EZ Avg 2022 EZ Avg 2023

Product B: Generic

2021 65% EZ Avg 2022 65% EZ Avg 203
Source: IQVIA, Price Bulletin MoH

5.17481

2021 2022

B 482009
-.35472

SAVINGS 2022:

1.732.490 €

Purchases

4.36938

2022

LSE

B 406673

-.30264

2.80321
-1.26352

2023 EZ Avg

SAVINGS 2023:
1.264.629 €
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4. The HTA and Negotiation Mechanisms



Value Assessment and Health Technology Assessment: Why? LSE

Efficacy Efficiency Affordability

Measure of
Measure of Measure of
effect under
adverse effects, effect under “ e
e ) .. real life
tolerability, etc | | ideal conditions ..
conditions

\
Y
Competence of regulatory agencies
\ )
Y
Competence of HTA agencies/reimbursement committees
Cost- Clinical Benefit Value-based
effectiveness Assessment assessment
Models of HTA | =)
(England, (France, (England,
Sweden) Germany) France)




International evidence shows that >70% of drugs submitted
to HTA undergo restriction of indication, through
population restrictions and/or prescribing restrictions

HTA processes: informing (a)
coverage decisions and (b)health
system-wide uniform prescribing
quidance

Sample: N=1,415 drug-indication
pairs across 7 countries®

Listing: Only a fraction (16%) of
submissions to HTAs are approved

as applied for (as per approved
indication)

Listing with restrictions: 71% of all
drugs have been approved with
some form of population or
prescribing restriction (amounting
to restriction of indication)

Rejection: 13% of all drugs had at
least one prior rejection; most
have been LWC when re-
submitted

1200

1000

800

600

400

200

* Australia, Canada, England, France, Germany, Quebec, Scotland, Sweden.

Distribution of HTA outcomes

1004

231

180

HTA decisions 2015-2023
M List M List w Restrictions Reject

Kanavos et al, Social Science and Medicine, 2023.




Reimbursement process:

Absence of value assessment and restrictions

Connectivity Issues:

What is the impact of CEA, BIM
and Clinical Benefit Assessment ?

HTA Committee:
Evaluation

Negotiation
Committee

-

\_

No Ranking of Clinical Benefit
No CEA Threshold and BIM

5/11 Criterion used for Security and Delay

No Restrictions to Control Volume

~

J

MoH:

Reimbursement Decision

v
/" Price negotiation is based on )
paybacks, and not on value.
Clinical benefit criterion was
included but was recently

HTA Committee:

Decision and recommendation
to the MoH

Therapeutic Protocols Committee:

Adjustment of therapeutic

protocols based on HTA Committee

v

(

abolished (FEK196/A/29N0OV2024,
\_ art 18, par.6) J

\_

Legislated but not always implemented.

The reimbursement terms of a product do
not modify its prescription.
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5. The lack of Prescribing Guidance



Strengthening HTA and Negotiation Committees can
result in rationalizing prescribing & optimizing spending

Supply-Side (HTA and
Negotiation)

l

OUTCOMES
Pricing
Reimbursement Decision
CIinicaI/Prescribing Guidance

Explicit Link
between Value
Assessment

and Prescribing
Quality

Proxy Demand/ Demand —

Side (Rx)

l

Payment methods for
prescribing Physicians
DRG Policies & Add-ons
for hospitals

Financial Incentives (e.g.
budgets and P4P)
Non-financial Controls

|

OUTCOMES
Prescribing Quality
Efficiency
Equity

LSE




The case of dyslipidemia protocols: Savings for the ISE
health system?

Treatment Algorithm based on the new protocol of dyslipidemia and adapted to Actual Consumption (million pills) 2023 vs estimated
the total Greek Population consumption based on treatment algorithm
|Population | 10.413.982] 403.1 ® Estimated Need
13,40% 64,70% 21,90%
W Actual 2023
0-14y 1.395.474| 1564y | 6.737.846] >65Y  |2.280662
60,20%
Prevalence| 5.420.142 01 01
i STATINS  STATINS + EZETIMIBE EZETIMIBE PCSK9
Treatment | 765.509
SAVINGS: 105.930.188 €
75% 13% 5% 2%
Statin+
Statins 574.132 Statin + 137.792 Ezetimibe |  38.275 Ezetimibe 15310 SAVINGS without price distortions:
Monotherapy Ezetimibe +PC3KS Maonatherapy 147.840.901 €

Source: MoH, 2024; IHME, 2024 , Touloumi, G., Karakosta, A., Kalpourtzi, N. et al. High prevalence of cardiovascular

risk factors in adults living in Greece: the EMENO National Health Examination Survey. BMC Public Health 20, 1665
(2020). https://doi.org/10.1186/s12889-020-09757-4
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6. The IFET Channel



The IFET channel |SE
The new distribution channel without Paybacks

What happened until 2019 I ET What happened after 2019

List of medications available through Link between IFET purchases and “The

IFET Drug List based on purpose IFET Clawback”

»  Emergency Coverage Medicines * Medicines pending EMA approval

*  Particular Hospital Coverage Medicines * Medicines without a price

+ Medicines for Individual Orders * Medicines under agreements 490
* Maedicines on the Positive List
* Medicines approved by EMA for 392

more than 1 year

490
392
64
48 >4 170 87
' N
2017 2018 2019 2019 2020 2021 2022 2023 2024* 2020 2021 2022 2023 2024

ks IFET Purchases ----¢ - EOPYY and Hospital Avg Returns
Sources: EOPYY, KMES, hospital spending data/model



IFET Impact

Price Impact

Fiscal Impact

Fiscal Impact

* The purchases of IFET are financed by the Ministry of Health's budget.

Invoice Price Actual * |IFET charges paybacks are not returned, creating a fiscal gap.
(hospital: Purchase
List Price minus 13.3%) Price Difference
Product A 6,123.24 5,308.67 23,329.14 439% 490
Product B 19,550.95 | 16,950.09 25,108.20 148% 392
Product C 552.99 479.43 407.81 85%
Product D 624.34 541.28 1,135.35 210% 112 170
64 87
Product E 1.38 1.20 49.53 4,140%
o)
Product F 77.52 67.21 308.31 459% 2019 3020 oo 2023 2028 o
Purchases 64 87 112 170 392 490
Paybacks 26 37 61 99 239 319

Fiscal Impact 90 124 173 269 631 809
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7. Recommendations and ways forward



Some suggestions about the ways forward

Set Spending Set timeline of Follow a Holistic
Reduction Target Implementation Approach

Evaluate and Re- Set Governance and Set Implementation
adapt Monitoring Structure Milestones

Quantify Potential
Interventions

Choose the desired
mix of interventions




Thank you for your attention!

|_SE s o Contact: p.g.Kanavos@lIse.ac.uk

POLITICAL SCIENCE =



mailto:p.g.Kanavos@lse.ac.uk

	Slide 1:  Pharmaceutical Policy in Greece: In search of rationality amidst cumulative distortions over the 2010-2023 period
	Slide 2
	Slide 3
	Slide 4: Rational Pharmaceutical Policy – Improving access, promoting rationality, ensuring financial sustainability
	Slide 5: The evolution of pharmaceutical expenditure, 2012-2027
	Slide 6: The evolution of pharmaceutical expenditure per distribution channel, 2022-2027
	Slide 7: Evolution of pharmaceutical legislation and pharmaceutical spending 2012 – 2024 
	Slide 8
	Slide 9: Evolution of Total Industry Paybacks (€ m., 2012 – 2023)
	Slide 10: The current health system rewards increased consumption only
	Slide 11: The Inflationary Nature of the Clawback Increasing company sales less than market average growth rate leads to lower net sales and lower net price
	Slide 12: Focus on payback redistribution rather than spending control creates patient access inequalities
	Slide 13
	Slide 14: External Price Referencing: What are the pricing rules?
	Slide 15: What are the pricing distortions?
	Slide 16: Price Reduction Cap of up to 7% at Annual Price Reassessment
	Slide 17: Price Reduction Cap of up to 7% at Annual Price Reassessment
	Slide 18
	Slide 19: Value Assessment and Health Technology Assessment: Why?
	Slide 20: International evidence shows that >70% of drugs submitted to HTA undergo restriction of indication, through population restrictions and/or prescribing restrictions
	Slide 23: Reimbursement process:  Absence of value assessment and restrictions
	Slide 24
	Slide 25
	Slide 26: The case of dyslipidemia protocols: Savings for the health system? 
	Slide 27
	Slide 28: The IFET channel The new distribution channel without Paybacks
	Slide 29: IFET Impact
	Slide 30
	Slide 31: Some suggestions about the ways forward
	Slide 32: Thank you for your attention! 

