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Flowchart of the pharmaceutical system in the in- and out-patient sector, 2015

New pharmaceutical

Ministry of Health ( National Drugs and Medical Devices Agency )
Task: Decision on authorization and categorization

Criteria: Quality, safety, efficiency

Law No.105/2014, on Pharmaceuticals and Pharmaceutical Services

Ministry of Health - Drugs Prices Commission
Task: Decision on all drugs prices
Criteria: The lowest price in 5 countries of reference. The price of
generic should not exceed 80% of brand’s.

Distributors

OUT-PATIENTS

Wholesalers : Maximum mark-up 11% of the CIF/ex factory price di-
vided between Importers 8% and distributors 3%.

Pharmacies: Maximum mark up 25% of the wholesaler price.
Recently changed by Council of Ministers Decision Nr. 53 dt.05.02.2014
VAT: standard rate is 20%, for all medicines is 0%

Rimbursed Drugs:
Diferent mark up scheme at
wholesale and
pharmacy level
(Average wholesale mark-up 7.2%,
Average pharmacy mark-up 19.6%)

Drugs Reimbursement List

Compulsory Health Insurance Fund - the adminis-

tering bodly, third party payer.

Drugs Reimbursement List Commission — regulato-
ry body, decision making authority

IN-PATIENTS

Public Hospitals

Wholesalers: Maximum mark up
6-8% of the CIF/ex factory price

Ministry of Health

Task: Preparing the hospi-
tal pharmaceutical
formulary on yearly basis
Criteria: pharmacological,
medical therapeutic.

Compulsory Health Insurance Fund
Task: Monitoring all pharmaceutical
expenses

Criteria: prescription guidelines,
pharmaceutical formulary of MoH.

Criteria: price referencing, cost effectiveness

List composition: 297 active principles, 1031 trade names
Reimbursement percentage: 50-100%

Exemption from co payment: 14 people categories

Regional Hospitals

Task: Tendering medicines
Criteria: only active princi-
ples listed and approved by
MoH
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Introduction

Due to specific characteristics of Pharmaceutical market,
medicine price regulation is not possible by only market
mechanisms. Therefore, different schemes of PharmaceaicPrice
Regulation have been implemented in EU countries, as we in
CIS member states (except Armenia and Tajikistan).

The new Law «On Medicines» of Republic Armenia is intened
to provide the development and implementation of Pharmaceutical
Price Regulatory system in Armenia.

Objectives

The main objective of this research is to develop
recommendations for the synthesis of Pharmaceutical Price
Regulation mechanisms based on the analysis of regulatory schesn
currently applied to other countries.

Materials and methods

The medicine sales chain involves wholesale and retalil
phases represented as a system consisting of two «Input
Output» type modules (FigureNel).

The customs
border of

Armenia
1
r 1 T
input P, output
Pharmacy
|
»  The wholesale phase of drug sale chain. The retail phase of drug sale chain. |
|

Figure N 1. The apportionment of regulatory influerces of medicine prices.

Where:

w
Cinput - is the cost of imported medicine per unit formed ecording to
requirements of IAS 2 «Inventory» or its custom vlue formed
on the border of Armenia,

PW

output - is the wholesale price of imported medicine per tify

r
Cinput - is the cost of the medicine per unit purchased byharmacy that
is formed according to requirements of IAS 2 «Invetory»,
P

output - s the retail price of pharmacy,

is the regulatory influence on the retail price -D,

- is the direct government regulation of wholesalprice — E,
- iIs maximum wholesale Mark-up -A,
- iIs maximum retail Mark-up — B,

-
aCy
<
<

- is regulatory influences on the wholesalers purchsed medicines
costs formation process €.

Materials and methods

This system aims to restrain the growth of medicine
prices, and as a starting point for assessing feasibility of this
goal was analyzing the effects of possible influences on bath
inputs and outputs of the chain phases.

The designed «comprehensive model» of
Pharmaceutical Price Regulation includes (may include) the
integrity of possible regulatory influences currently applied
to the systems of other countries.

The «comprehensive model», built using modular
principle, enables to easily change (improve) each module
entirely or its particular components.

Results

The analysis of all possible regulatory influences allows
making approaches to the selection of the most effective set
(vector) of possible regulatory influences included in the
«comprehensive model». These approaches could serve as
basis for development and implementation of
Pharmaceutical Price Regulation Scheme in Armenia.

Taking into account the peculiarities of Armenian
pharmaceutical market, it is proposed to develop an effectiv
and comprehensive Pharmaceutical Price Regulation
Scheme including only three regulatory influences (tool),
such as:

1°7]

0]

1. To define the maximum wholesale Mark-up,

2. To define the maximum retail Mark-up,

3. To define basic cost for imported medicines by
using external (internal) reference prices as a base.

Conclusions

The designed «comprehensive model» involves the
complex of all possible regulatory influences of medicine
prices and could be used as an effective tool for:

«» carrying out analysis,
++ developing Pharmaceutical Price Regulation systems.

The research shows that maximum Mark-ups must be
applied to both wholesale and retail phases of
pharmaceutical market in Armenia, as well as the price
regulation of wholesale phase only will not be effective.
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Pharmaceutical pricing and reimbursement policies

National Medicines Policy

can afford

eMedicines meeting appropriate standards of quality, safety and
eQuiality use of medicines

eMaintaining a responsible and viable medicines industry

eTimely access to the medicines that Australians need, at a cost individuals and the community

efficacy

patients on discharge)

Pharmaceutical Benefits Scheme (PBS)
National pharmaceutical public funding program
Community sector, private hospitals, public hospitals (most states and territories for outpatients and

Pharmaceutical Benefits Advisory Committee
(PBAC)

Cost-effectiveness analysis: Incremental Cost Effectiveness Ratio
(ICER) compared to existing therapy

Recommendation Minister of Health

=== Cabinet approval required for
medicines costing more than

AUD20 million per year

e Pricing arrangements that involve price or volume
rebates, outcome agreements requiring patients to
meet health targets for continued subsidy

e Managed access program: provisional funding of new
medicines conditional on the later provision of favoura- ©
ble scientific evidence

e Medicine with high and urgent unmet clinical need,
would not otherwise be funded because of high clin-
ical uncertainty and/or high cost

—
c
e Funding of medicines Post-market reviews
8 e Unrestricted benefits e To assess medicines utilisation and strengthen
5 e Restricted benefits for specific therapeutic uses medicine pricing management
'g e Authority required benefits: requiring prior approval fr * Better targeting of medicines and avoidance of
T the Department of Human Services preventable wastage or inappropriate prescribing
(0
Contribution of patients Remuneration of pharmacists
18% of total PBS expenditure o 6" Community Pharmacy Agreement between the
e Co-payment per script Australian Government and the Pharmacy Guild
AUD 37.70 for general beneficiaries of Australia (2015-20120)
AUD 6.93 for concessional beneficiaries e Wholesaler mark-up: 7.52% for drugs < AUD1000
« Safety net thresholds (when reached, co-paymentfdrops) e Pharmacy dispensing fee: AUD 6.93
AUD 1453.90 for general beneficiaries o ) .
AUD 366 for concessional beneficiaries e Administration, Handling & Infrastructure (AHI) fee:
e Special patient contributions from AUD3.49 to AUD70 depending on the price of the
Brand Premium and Therapeutic Group Premium medicine
Internal reference pricing Medicines in public hospitals
Medicines of similar safety and efficacy as existing listed e Shared Commonwealth and states and territories
medicines (cost-minimisation) funding for global public hospitals expenditures
Value-based pricing ¢ Centralised hospital medicine formularies in some
e Cost-effective medicines: no fixed ICER threshold . P;tates tiati d tenderi t the hosital
less likely to be listed when ICER per Quality-Adjusted Life Year Tlce lnego latlo?s %n tfhn etrlr;g Ia Ie' ospita
(QALY) > AUD75,000 ;;fesr centralised at the state level in some
e Pricing considers prices of alternative medicines, cost
g’ information, prices of medicines in comparable coun- T - T
S tries, financial impact on the medicine budget Pricing reforms for generic medicines
E Managed entry agreements e Establishment of two formularies for PBS medi-

cines, known as F1 formulary (single brand
listed) and F2 formulary (multiple brands or med-
icines interchangeable)

Statutory price reductions

Introduction of compulsory price disclosure by
manufacturers

e Reduction of listed prices to the level of the weighted
average disclosed price

"Dr Agnes Vitry, agnes.vitry@unisa.edu.au, University of South Australia, Australia. October 2015
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Pharmaceutical pricing and reimbursement policies in the in- and out-patient sector

price level

New medicine

European Medicines Agency (EMA) OR

Austrian Federal Office for Safety in Health Care (BASG) /
Austrian Medicines and Medical Devices Agency (AGES MEA Medizinmarktaufsicht)

Task:

Decision on authorization and classification

Criteria: Quality, safety, efficacy (Directive 2004/27/EC) and Austrian Medicines Act

Austrian Medicines and Medical Devices Agency

in consultation with

Task:

Decision on prescription, dispensing requirements and if a medicine fulfills the criteria of medicines
Criteria: Directive 92/56/EEC, Austrian Medicines Act, Prescription Act, Prescription Ordinance

The Austrian Medicines and Medical Devices Agency is also in charge of pharmacovigilance

Task:

Federal Ministry of Health (BMG)

Statutory pricing

in consultation with _ supported by

VIGILANCE

Pharma Price Information (PPI) service at the
Austrian Public Health Institute (GOG) —
checking pharmaceutical prices on request

Free pricing

Calculation of EU average price for medicines applying for
inclusion in Reimbursement Code (EKO) in the out-patient sector

Criteria: External price referencing

Price notification to BMG for medicines with price changes or outside the
Reimbursement Code (EKO) in the out-patient sector

Medicines distributed via

Wholesalers

Statutory

Maximum regressive wholesale
mark-up scheme set by BMG
(2 different schemes, one for Green +

pricing

Yellow box products, one for the remaining)

Pharmacies

Statutory
pricing

Maximum regressive pharmacy
mark-up scheme set by BMG

private customers)

(2 different schemes: one for ‘privileged’
customers (e.g. sickness funds) and one for

VAT: 10%

Co-payment (prescription fee of €5.55) for reimbursed medicines

Main Association of Austrian Social
Insurance Institutions (HVB)

in cons. with

Task:
Criteria: Eligibility for reimbursement; pharmacological,

Decision on the reimbursement status

medical therapeutic, pharmacoeconomic criteria

National Reimbursement Code “EKO” (100% reimb.)

Green Box Light Yellow Box
Medicines for
defined indications
Ex-post check of
prescription
behavior

For prescription of
medicines no
approval necessary

Price < EU average
price

Max. EU average
price
price
Red Box

Ex-ante approval of head physician necessary

Max. EU average price or price indicated by industry, as long as there is

no EU average price fixed by the Pricing Committee

- contains new medicines available in the Austrian market that have

applied for inclusion in the national reimbursement code.

- decision on inclusion in Green or Yellow Boxes (as decision also
includes and depends on the price, period is 180 days); if negative

decision — delisting of the product from the Red Box

Reimbursement on indi

Only price notification

Max. EU average

dual application possible
(Non reimbursable medicines and medicines not
applied for inclusion in the Reimbursement Code)

Dark Yellow Box

Medicines with
essential added
therapeutic value
Ex-ante approval
of head physician
necessary

specialized

of service’

Task: Development
of joint provision
models for the in-
patient and out-
patient sector for
high priced and

medicines. Itis
charged with
establishing the
eventual ‘best point

reflecting medical-
therapeutical,
health economic
and health care
considerations.

Price negotiations

Statutory wholesale or pharmacy margins are not relevant, unless
products are bought from wholesalers or community pharmacies.

Hospital purchasing body
(individual hospital pharmacist or joint
purchasing body)

Task:  Price negotiations or tendering of
medicines
Criteria: Depending on the product or on the

market situation of the medicine

Public hospitals which receive public
funds

Federal Ministry of Health
(BMG)

Definition and assessment of
DRG groups (LKF) and medical
services (MEL) and inclusion of
medicines

Criteria: Pharmacological, medical
therapeutic, pharmacoeconomic
criteria

Task:

in cons.
with

- -

Medicines are integrated in the lump sums (with some exceptions) which can be
generated for reimbursement of the procedure and diagnosis-orientated case

groups (DRG) in hospitals.

Use in hospitals

Hospital/ i
Hospital owner association

n cons.

with

Task: Decision on use of medicines

Pharmaceutical formulary per hospital (owner)

The financing of the medicines does not depend on the inclusion in a
pharmaceutical formulary. Once included price negotiations/tendering start.

No co-payments for patients

Contact: ppri@goeg.at
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BELGIUM

National Institute for Health and Disability Insurance (NIHDI)

FLOW CHART PHARMACEUTICAL SYSTEM (IN- & OUT-PATIENT SECTOR)

new pharmaceutical

Minister of Public Health or EMA

Task: decision on marketing authorization and registration

Advisory board (Federal Agency FAMHP):

MARKETING
AUTHORISATION

Criteria: quality-safety-efficacy

Minister of Economic Affairs

Task: maximum price setting

Medicines Committee

Criteria: statutory pricing (external and internal price referencing)

General Committee for
Price Setting
(non-reimbursable)

Price Committee for
Pharmaceuticals
(reimbursable)

Advisory boards (Federal Agency for Economic Affairs):

Distribution via wholesaler & public/pharmacy

PRICING

Maximum percentage wholesale mark up scheme «
(set by Minister of Economic Affairs)

Pharmaceutical company

Fixed pharmacy mark up scheme
(set by Minister of Economic Affairs + Minister of Social Affairs)

Minister of Social Affairs

Task: decision on reimbursement & reimbursement|level

Agreement
negotiations

Advisory boards (NIHDI):

Criteria: product-specific / economic / patient-specific / disease-
specific

Reimbursement list (pharmaceuticals)
(in- & out-patient sector)

REIMBURSEMENT

Reimbursement Committee
Technical Board for radioisotopes

Chapter | Hospital Direct supply r|

Reimbursement if prescribed within authorized indications (SPC) (individual) v +/- wholesaler

No additional restrictions on reimbursement [

Chapter Il 2 . N

Reimbursement for all common indications (based on generally 2 Hospital Pharmacy (individual)

applied recommendations for good practice) @

Reimbursement does not depend of a prior authorization delivered by 3 Task: h & Iv of bh tical ’I

the sickness fund 5] ask: purchase & supply of pharmaceuticals L

Prescribing HP must respect the recommendations and keep certain Q @ (individual negotiations with |

documents in the patient file (“a posteriori” control) csn o pharmaceutical companies) 1

Chapter IIl 2 5 )

Solutions for perfusion / parenteral nutrition e %

Reimbursement if prescribed within authorized indications (SPC) o . : .

No additional restrictions on reimbursement E Pharmaceutical Therapeutic Committee

Chapter IV % Task: decision on medicines listed in HPF r

Reimbursement is subject to particular reimbursement conditions and <

gﬁgﬁpgzr?tfr;)prior authorization delivered by the sickness fund (“a ; Criteria: EBM — patient's requirements r'
= I

Chapter IVbis

Pharmaceuticals not authorized in Belgium — imported by pharmacist
Reimbursement is subject to particular reimbursement conditions and
depends of a prior authorization delivered by the sickness fund (“a
priori” control)

19ng)
‘quiIal paxiy oN

Reimbursement list (radioisotopes)

(in-patient sector)

No reimbursement
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National Council on Prices and
Reimbursement of Medicinal Products

BULGARIA

Recent and planned developments in pharmaceutical policies 2015

Changes in pricing Changes in reimbursement EX OFFICIO CHECKS MADE FOR ESTABLISHMENT OF CHANGE
OR NO CHANGE OF PRICE FROM ALL CHECKS OVER THE LAST
Changesinthe Ordinance onthe terms, | Changes inthe Ordinance on the terms, rules and SIX MONTHS
rules and procedure for regulation and procedure for regulation and registration of prices B ) o i
registration of prices for medicinal products for medicinal products in 201 4 — in August and Checked prices Reviewed procedures with issued decisions for
in 2014 — in August and November. November (gr?ﬁég:ﬁl FO;rri]gei r']‘;"r‘]’er registered prices of medicinal products, sold
Recent changes related to: Recent changes related to: reference manufacturing Found % without medical prescription (OTC) 300
member price in Reference lowest  Total m% e,
price changes (e.g. price cuts, price changes/modifications of reimbursement lists countries Bulgaria country price/pcs
freezes, other price reductions)
v For the purposes of determining the value Greece 11 11,22 i
v’ Freezing the registered prices of OTC of payment for medicinal products included in the lovaki . 40
products in August 201 4 for another eight PDL for which there is a difference in the Slovakia 36 36,73 s
months until December 31 *, 2015 (Prices | indications for treatment, the reference value can Romania 3 306 = 15 181
increase of OTC products was allowed be calculated for vario  us indications in the ’ - - 7 B4
i H oti o 0.0 o0 0.0
only by the percentage of the inflation rate) summary of product characteristics. Spain 20 20.41 ~ %
Procedures  Procedures Change of Procedures Canceled Refused Total
price reviews France 5 510 for change of for circumstances for delition of  procedures procedures
changes/modifications of reimbursement ’ f Bicn i
v Price review of reimbursement medicinal rates Denmark 1 1,02 .
products every six months (single product
in the international non-proprietary name). Finland 0 0,00
v Change in the period of price review of There are no changes.
reimbursement medicinal products from six Slovenia 2 2,04
months to one year (for others).
= v This requirement has come into force in changes/modifications of co-payment Italy 3 5,10
August, 2014. :
E Estonia 0 0,00 B 3
margin changes (wholesale, pharmacy) e Reviewed ar_u:l accepted procedures fn_r.
\Y Hungary 0 0,00 formation of ceiling prices, change of a ceiling
E There are no changes. Portugal 3 3,06 price, change of circumstances, deletion of a
L, _ o ~o . other changes/modifications of the ceiling price
L Wholesale margins are 7%, 6% and 4% reimbursement system Lithuania 0 0.00 162
0 (but not more than 10 BGN) of the ex-
factory price. v Since January 1st, 2015 the National Belgium 0 0,00 o
P v'Retail margins are 20%, 18% and 16% Health Insurance Fund will have to pay for new 82
M (but not more than 25 BGN) of the ex a moleculgs or indicat!ons for oncology included in Poland 0 0,00 o
: the PDL in 2014. This payment process shall 45
factory price. . N : 7.8 28
E - o e A commence in the b eginning of every new year Latvia 10 10,20 E 173 L
. ;‘i:;nlf[;' rSna:\ea aegse(notlrJ -garleeenrr;elz;s and shall cover the new molecules or indications 1 06 - el
Elawbac’k/ a bgack s styemg ’ for OnCOIOQy included in the PDL in the previous Czech . Reviewed and  Reviewed and  Reviewed and Reviewed Candeled Toral
T pay y year. Republlc 2 2,04 accepted acep ted aciepted procedures for procedures procedures
procedures for  procedures for  procedures for change of revievsed
S /Since 2011 the National Health Insurance ﬂi:ll"il_ll_“!"l :.Iwu.,.i.rigeu.fa de!e.liu-ri c_rfa tln.urml_al.ima
i . of a ceiling ceiling price ceiling price ina decision
Fund can negotiates discounts from the Planned changes: price establishing a
reimbursement value of the out  -patient ceiling price alide
medicinal products and in-patient oncology | 1 New regulation HTA (draft). r . i r
products Summary of submitted and reviewed Q
n e dici 2. New regulation diagnosis reimbursement (draft). procedures
change in on medicines :
There is no change. The VAT in Bulgaria is 3. Pay back and clow back (draft). for the period 01.01.2015 - 30.06.2015
20 %.
Procedures for ceiling prices of medicinal products,
other changes in pricing policies (e.qg. sk by medical prescription
change of reference countries in EPR) Srocedkires for pgfitered prices f wredidrial
products, sold without medical prescription (0TC)
v/ Reference countries — 17 (10 Basic and 7
additional) Procedures for inclusion in POL and formation of
. . ice
Basic countries - RO, FR, LV, EL, SK, LT, e
PT, I-I.-’.SI’ ES; . Procedures for excusion from PDL
Additional countries — BE, CZ, PL, HU, DK,
FI, EE. ) Procedures for change of a medicinal product Offences found
v'In November 2014, Finland and Denmark included in POL
were included as additional countries for
the purposes of ERP. Ex officio checks
v'Estonia as a basic country for ERP was
replaced by Latvia as an additional Declarations tor change or no change of price of a
country. medicinal product
Other changes Total number 2773
® Traders in offence
v There are no Changes_ o Traders without offence
EReviewed @ Submitted
Medicinal products with decisions that have
Medicinal products with decisions that have come into force for decrease of price and s
come into force for decrease of price by level of percentage of decrease
. for the period 01.01.2015 - 30.06.2015 i .
reimbursement Total procedures reviewed
for the period 01.01.2015-30.06.2015 for the period 01.01.2015 - 30.06.2015
2379
568
202
a5 102 119
EEC
upto5% up to 10% up to 20% up to 50% over 50% Total
186 377
198 179 162
132 110 B3
94 104 B fl B « B = -
H B . ,
Reviewed decla rations/a ppl ications = Declarations for change and/or no change of price of medicinal product
25% 50% 75% 100% Paid b Paid by the Total . . -  ifffici chedis
il A with/without change of price RECRNe et
: Procedures for change of a medicinal product included in PDL
establishments health
B Procedures for exclusion of a medicinal product from PDI
Reviewed declarafiotiswith price change ahdith Procedures for inclusion in POL and formation of a price
issued decisions B Procedures for ceiling prices of medicinal products, sold by medical presoription
B Reviewed declarations without price change and » Procedures tor registered prices of medicinal products, sold without medical prescription (0TC)

withoutissued decisions
m Total number of procedures

Procedures canceled due to change of inspection
period of prices from 6 to 12 months
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CANADA

Pharmaceutical pricing and reimbursement poli cies / in- and out-patient sectors

Grants the authority to market new drugs in Canada once they have met the regulatory requirements for safety, efficacy and quality.

The Patented Medicine Prices Review Board (PMPRB)

Regulates the price of all patented medicines sold in Canada to ensure that they are not excessive.

Reviews the prices charged to wholesalers, hospitals and pharmacies.

Drug prices are compared to prices of similar drugs in a therapeutic class and/or to prices in seven comparator countries: France, Germany, ltaly,
Sweden, Switzerland, the United Kingdom and the United States. Drug products are categorized by degree of innovation: breakthrough; substantial,
moderate, or slight/no improvement. Yearly price increases are limited to changes in the Consumer Price Index.

IN-PATIENT

PRICING
factory gate level

All drugs administered in hospitals are fully funde d by the Medicare system at no cost to patients und  er the Canada Health Act.
Canadian hospitals operate under fixed budgets, and procure drugs typically through purchasing programs that establish group contracts for set prices. The
hospital then buys directly from the manufacturer at the contract price.

OUT-PATIENT

Prescription drug costs in Canada are covered by a blend of public and private drug plans, as well as out-of-pocket payers.

PUBLIC (42.0%)*

PRIVATE (35.8%)*

Out-of-pocket (22.2%)*

Most employers provide private drug insurance for working-age
beneficiaries and their dependants.

*Source: Canadian Institute for Health Information, 2014

pan-Canadian Pharmaceutical Alliance (pCPA) ) T Gl

Private plans do not negotiate the prices of brand-name
drugs collectively and do not benefit from the dis-
counts/rebates available for public plans.

Generic drugs
The generic prices that are negotiated by the pCPA are
available to both the private and out-of-pocket markets.

PRICING

Wholesale and pharmacy markups
No policies exist. These may be negotiated by individual insurers
(e.g. Preferred Pharmacy Networks).

The Common Drug Review (CDR) and
pan-Canadian Oncology Drug Review (pCODR)

Private plans generally cover all prescription drugs, although
private formulary plans do exist, in which case, private drug
plans make their own listing decisions.

Cost-sharing

Cost-sharing structures take the form of co-insurance, co-
payments, deductibles, and maximums. Recent concerns over
the long-term sustainability of private plans in Canada have
resulted in an increased use of cost management mechanisms,
such as mandatory generic substitution, greater use of managed
formularies, prior authorization and multi-tiering (promoting the
use of more cost-effective medicines), preferred pharmacy
networks, increased cost sharing, pooling of high-cost
beneficiaries, and the elimination of retiree benefits, among
others.

REIMBURSEMENT
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CHINA

Pharmaceutical pricing and reimbursement policies in the in- and out-patient sector

Registration & Manufacturing Dispensing Utilization
Measures on the Administration of Drug _ Pharmaceutical market
_ Registration (Since October 2007) expanded 16.1% annually
S c 341,000 retail stores eSS
'S ; - 554,000 rural drug Hospitals prescribe and
B 5 5,0.00 phalrmaceutlcal manuf:.acturers now in B dispense about 80% of total
0O - ChII'II?, malnly. produce ge.nenc drugs and medicines, the remaining
<35 traditional Chinese medicines. _ 20% by community drug
= o 950297 pharmacies .
¥ S L o . stores (pharmacies)
<h After experiencing several quality issues, (2012) at hospitals, i :
T the government concentrated on the strict primary health Hospital pharmaceutical )
o implementation of the Good Manufacturing departments and revenue accounts for 41 -_1 %
Practice (2011 new GDP) to assure product professional public of hospital total revenue in
quality. health departments 2012
Product Type | Characteristics Management Department
et
c
0 .
£ Three .types of State-priced National medical National Developrpept
8, prlges . products insurance catalogue _ and Reform Commission
® determination (NDRC)
% model
= Local government- Local medical Provincial or municipal
(ZD priced products insurance catalogue price control
o : —
@ Other products M Self-paying medicines H Mmanufacturers
o
[}
(3}
N
Q
g’ Self-pricing below price caps. However, with violent | Before entering catalogues for hospital procurement, all the
‘ competition among chain pharmacies, the retail prices | medicines are subject to tenders for provision in each
qc, are always much lower than that of hospital pharmacies, | province or municipality
Q_ . .
@  especially for generics. Hospital pharmacies could add 15% from procurement price
(=] 17% VAT as profit and no VAT.

Three main health insurance programs in China
New Rural Cooperative Urban Employee-Basic Urban Residents-Basic

[7)
E Sharsciensie Medical Scheme (NCMS)  Medical Insurance (UEBMI)  Medical Insurance (UR-BMI)
(<)) Date started 2003 1998 2007
o Children, students, elderly,
o Populations Rural residents Urban employed disabled, other non-working
8 urban residents
= E (gg%";g%‘j” 98.3% (805 million, 2012) 265 million (2012) 271 million (2012)
”EJ 3 Expenditures 92.292 billion RMB 201.6 billion RMB 6.7 billion RMB
= P (13.6 billion USD) (2009) (29.6 billion USD) (985 mill USD)
0, .
2E oo o poae iages: | Average 245 RMB for adits,
= Source of revenues | 308 RMB/per capita (2012) . Y o 113 RMB for minors (pilots
mE employers and .ZA:. 2008)
S o0 employee contribution
1T} '-3 About 1000 chemical and 2151 including 1164 chemicals, 987 traditional Chinese
(14 Q Positive list traditional Chinese medicines and others (2009). 503 kinds of Class-A medicines
c medicines (determined by could be totally reimbursed, and other Class-B only partially
= provincial government) reimbursed.
o
5 Setting quotas for
° . subsides per month;
o 50.3% drug Special subsides for
i) consumption (2012) some chronic diseases \—/

Patient visits: 10% at
private hospitals in 2014
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Pharmaceutical pricing and reimbursement policies in the in- and out-patient sector

New medicine

INVIMA (Instituto Nacional de Vigilancia de Medicamentos y
Alimentos)

Task: Decision on authorization and registration
Criteria: Quality, safety, efficacy (Act 677/1995)

Ministry of Health and Social Protection / INVIMA / Decentralized Health
Authorities

Task: Decision on dispensing requirements and if a medicine fulfills the criteria of medicines
Criteria: Act 100/1993, Act 677/2005, Act 715/2000, Act 1122/2000, Act 1438 de 2011, Act 909/2004

Ll
O
Z
<
—
O
>

INVIMA is also in charge of pharmacovigilance

Ministry of Health and Social Protection (MinSalud) in consultation with

Statutory pricing

Y N .
Free pricing

Price notification
to MinSalud

|dentification of relevant markets (active pharmaceutical ingredients and
dosage form). 2. Analysis of market power in each relevant market using the
Hirschman-Herfindahl index (HHI). 3. Setting-up of an international reference
price (IRP) for each relevant market, using available information of wholesale
prices of 17 countries from the Americas, Europe and Australia.

Criteria: Act 04/2013

The IRPs obtained were incorporated into the estimate of Payment's Unity by
Capitation (known as Unidad de Pago por Capitacion — UPC), where the
observed prices of the active ingredients concerned were replaced by the IRP
obtained. Nine therapeutic classes until now.

Criteria: Technical Report, Minsalud, 2014.

llllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllll

Price neqgotiations Tendering

Task: Price negotiations or tendering of INPA TIENT
medicines
Criteria: Depending on the product or on the in cons.
market situation of the medicine with SECTOR
MinSalud | ..

MinSalud \

Task:  Definition and assessment of inclusion of
medicines to the national benefit package.

Criteria: Pharmacological, medical therapeutic,
pharmacoeconomic criteria

Task: estimate of Payment's Unity by Capitation (known as Unidad de Pago por Capitacion — UPC),
observed prices of the national benefit package medicines make part of this estimation.

Criteria: The UPC is the capitation or risk premium of the health benefit package, obtained by a risk
adjustment with demographic variables (sex, age and geographic zone).

Co-payments for patients based on financial contribution capacity to the system

Reimbursement on individual application possible:
Prescribers and people access to medicines by this way,
includes judicial exceptions and exceptional approval of
Scientific and Therapeutic Institutional Committees

No co-payments for patients

INPATIENT SECTOR

Contributory Regime
(CR): covers workers
and their families with
monthly incomes
above a minimum
monthly amount

Subsidized Regime
(SR): covers those
identified as being
poor through a proxy
means test. monthly
amount

Institutional Pharmaceutical
and Therapeutic Committees

Task: Decision on use of medicines. The
financing of the medicines does not depend on

the inclusion in a pharmaceutical formulary.

1. Glossary of Pharmaceutical Terms of the WHO Collaborating Centre for Pharmaceutical Pricing and Reimbursement Policies
Contact: acosta-angela@javeriana.edu.co
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CROATIA

Pharmaceutical pricing and reimbursement policies in the in- and out- patient sector

P
o i EUROPEAN MEDICINES AGENCY
= Agency for Medicinal FIOSiS SCIENCE MEDICINES HEALTH
< and Medical Devices of Croalis

s>
Q Decision on national authorization and registration E E 2
% MRP and DCP procedures Z )

[T

|_
-]
<

\/ AUTHORISED

Pricing policies for medicines included on the reimbursed lists — wholesale price + VAT 5%

Pricing and reimbursement process are public on HZZO'’s web site: http://www.hzzo.hr/zdravstveni-sustav-rh/trazilica-za-lijekove-s-vazecih-lista/

STATUTARY P&R \u

»  Ordinance establishing the criteria for wholesale pricing of medicinal products and the method for reporting wholesale prices
»  Ordinance establishing the criteria for inclusion of medicinal products in the reimbursment lists of CHIF (HZZO)

Ministarstvo
zdravlja

Boees

= Ministry of Health

Commitee for medicines

HZZO Management board

MAH mmm) 770 — Division for drug
- I
proposa - verification of documentation |::>
New medicines for lists:
External price referencing Pharmacoeconomic analysis, Budget impact analysis | |nternal price referencing

= annual price calculation (average »  Original products: up to 100% of AP
»  Me-too products:

ice) for all icinal li
price) for all medicinal products on lists -Up 10 100% of AP

h -reimbursement price: up to 90% of the price of cheapest similar
product on the list in Croatia

I » Biosimilars:
& I -up to 85% price of AP - Clusters formed at ATC levels 3-5
-every each and other: - Comparisons in major part DDD based,
4‘\ up to 90% of the cheapest biosimilar on the list clinical expirience dose, dose in SCP
Y2 »  Generic products: o i
ﬂ S = -first generic: up to 7%% of the original product price - Reference pnc_e—cheapest molecule with
zé' ‘@ : 5% of volume in last 3 months

-every each and other:
up to 90% of the cheapest generic on the lists

Osnovna lista lijekova Dopunska lista lijekova

A list - basic list B list - suplementary list
2009. INN704 packages 2070 all drugs are covered Drug price: part covered by mandatory 2009. INN 155 packages 326
2015. INN 807 packages 3513 by mandatory insurance insurance + part covered by co-payment 2015. INN 302 packages 775

i
=,
|

e-Prescriptions Medicines distributed
prescribing criteria are defined for certain indications via Wholesalers and Pharmacies

the OUT - PATIENT sector

the IN - PATIENT sector

Hospital Pharmacies

* No co-payment for patient in hospitals

Statutary pricing « Statutary pricing + Price negotiations + Tendering

Rp. — medicines on A list (basic list) - 100% covered by national reimbursement (Volume +pay-back agreements, Pay per performance ...)

Rp. — medicines on B list (supplementary list) with patient co-payment « Medicines are intergrated in the sums which can be
generated for reimbursement of the procedure

+ service charge paid for dispensing and diagnosis-oriantated case groups (DRG)

v except drugs which are paid separately:
List of particularly expensive drugs (new innovative / orphan drugs)
-Committee in hospital — decision on use of these medicines
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CYPRUS REPUBLIC
MINISTRY OF HEALTH

PHARMACEUTICAL SERVICES

CYPRUS

PHARMACEUTICAL SERVICES MINISTRY OF HEALTH
1475 NICOSIA

Tel.: 22442237 webmail address http://www.moh.gov.cy/phs

Pharmaceutical pricing and reimbursement policies in the in- and out-patient sector

Pricing policies refer to the private sector
Price revisions take place annually.

A re- calibration of the pricing
External price referencina. method is performed biennial.

The wholesale prices include the wholesaler margins and distribution costs. A 3% mark-up is added to the
EPR price to cover the cost of importina pharmaceuticals

\
The Pharmacy margins reach 37% on wholesale price for the medicines of € 0-50, 33% for the medicines
of €50.01 - 250 and 25% for the medicines of > € 250.
The price revision only apply to medicines with wholesale prices greater than €10
Liberalisation of OTC prices

PRICING

Pharmacists also receive a flat fee of €1.00 per prescription J

A 5% VAT is added to the price

12 of January 2015: Prices revision was performed —® Average price reduction of 15,51%, for 1968
medical products

—_—
4

)

wf/

Prices reduction 29" of June 2015: Across the board price cut of 8.5% on the wholesale price. The price cut referred
solely to medicines with wholesale prices greater than €10

About 80% of the population has access to state-financed, public healthcare free of charge, others
have to pay a fee or rely on the private healthcare sector. Medicines funded by the state are procured
centrally by the Ministry of Health via tender and supplied through the public sector. Other medicinal
products are supplied by private actors, according to the Ministry of Health regulations in line with EU
regulation.

Hospital formulary provides contemporary information about medicines
available from public hospitals and health care centers.

[
4
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=
L
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-
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=
L
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e, SUKL

Statni dstav pro kontrolu I&civ CZECH REPUBLIC

State Institute for Drug Control

Regulation and reimbursement of pharmaceuticals in the in- and out-patient sector

State Institute for Drug Control (SUKL, Czech medicines agency) or
European Commission (European Medicines Agency)

Task:
If a product meets criteria for pharmaceuticals, a decision on marketing authorization is issued.

K L . R e . i i X SUKL is also in charge of
This decision includes information on classification for supply and dispensing requirements

pharmacovigilance and
GMP/GDP inspections

CLASSIFICATION

Criteria:
Quality, safety, efficacy (Directive 2004/27/EC) and Czech Act on Pharmaceuticals

) Ministerial Decision on deregulated ATC
State Institute for Drug Control

AUTHORISATION/

l VIGILANCE

o
E Task: Calculation of price for Price notification for medicines with
> medicines if reimbursement has deregulated price (IN/OUT-PATIENT)
o been applied for (IN/OUT-PATIENT)
E Criteria: External price referencing, internal “Free pricing”
=< price referencing, price agreements
()
-
(@]
SUKL is also in charge of =
- Wholesalers Wholesale mark up of reimbursed products price controls g
g is limited by Ministerial Decision (1 scheme, :
a0 see pharmacies) IN/OUT-PATIENT o
> [
(®] o
©
£ )
= Pharmacies Maximum regressive mark up scheme set by
= Ministry of Health (Ministerial Decision). 1
~ § .
9 scheme: comblr'les wholesale and pharmacy m Individual hospital purchase (hospital pharmacy)
o mark-ups for reimbursed products.
% IN/OUT-PATIENT Task: Bid pricing. Obligatory tenders (Act on
< Public Procurement) for non-private
= hospitals.

State Institute for Drug Control

Criteria: Depending on the product or on the

Task: Decision on the level and conditions of market situation of the medicine
reimbursement ;

v

Criteria: External price referencing, internal price —
referencing, comparison of therapeutic
effectiveness, safety, compliance and cost
effectiveness and other relevant factors Ministry of Health

Task: Definition and assessment of DRG
groups. DRG reimbursement of
acute bed care since 2008

Insurance funds

Task: Decision (agreements
with hospitals) on use of
specific medicines

REIMBURESMENT

Act on Public Health
Insurance
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Denmark

The Ministry of Health +45 72269000 sum@sum.dk
Danish Health and Medicines Authority +45 72227400 sst@sst.dk

Flowchart of the pharmaceutical system

European Medicines Agency (EMA)} or Danish Medicines Agency (DKMA).

Task:

Criteria:

Decision on authorization and registration
Gality, safety, efficacy ete. (Directive 200427/EC) and Danish Medicines Act, No. 1180 of 12 December 2005,

Danish Medicines Agency

Task Categorizes phamacedticals into POM, pharmacw-only OTC (Ha), OTC for limited free sale (Hindksb, H¥) and OTC for general
free sale (Frihandel, Hf

Criteria; Safety, suitability for self-medication, etc. (Danish Medicines Act, Mo, 1180 of 12 Decernber 2005 and Executive Qrder on
Freschiptions, Mo, 155 of 20 February 2007

Task: Decides if phamaceuticals (generics) are substitutable or not substitutable

Criteria; Active ingredient (ATC-5 level), bioequivalence, strength, pack size {Section 61 of the Danish Medicines Act, Mo, 1180 of 12
Diecember 2005 and Mote for Guidance on the investigation of hioavailability and bioequivalence (CPRMPIEWPT QWP 401 198

ALUTHORISATION / CLASSIFICATION

Pricing is free. However, the DkKMA has to be notified ofthe PPP.
Mo permanent price cantrol. Prices are set freely.
DA publishes the consumer price and reimbursement price.

The companies can change prices every two weeks
Frices are subject to subseguant contral by the
Danish Competition Coundil.

PRICING

OUTPATIENT SECTOR INPATIENT SECTOR

DKMA advised by the Reimbursement Committee
Task: Decides on eligibilty for general or conditional reimbursement

Main criteria: Therapeutic value and cost-effectiveness according to
the Danizh Health Act, Mo, 546 of 24 June 2005 and Executive

Ordler, Mo, 180 of 17 March 2005 on Reimbur sement

Eeimbursement types

Hozpital purchazing agency (Amoros)

- Phartmacy < Hospital owvnied by the regions hold= tenders
General reirbursement.

. Prescription-only phanmaceuticals I _//)' L *
o ligihle for reirbursement — e — o

=] g gb e " I/ o =, I ™y

R antormatically (_ Delvery ) ( Delivery ) [  Order ) ( Buy )

= — e _ ______:H,—" —— Ry

E General conditional reimbursement. 1 - I

- Prescription-only pharmaceuticals P T ] ]

L : . / \ -

5 prescribed for specific diseases or ,\\ Order ) Phafmacy — — Phiarmacedtical campanies

e groups of persons e T [ Delivery /.

= ) ~ - p

e | Delivery ) —

i General conditional reimbursement. — 1

pa'-’ OTC pharmaceuticals prescribed for o I

specific diszases or groups of persons \ Delivery J
= T,
= E h 4 | Wholesalsrs ,.—,\ Dislivery \"
. . . -
g E g Indridual reirbursement on Pharmacy-shops g — T
= rg = applikation from doctor. (" Delivery )

. E ‘\.___________.-

= A Phamaceutical and ther apeutic

The amount of reimbnrsernent 15 caleulated on the
hasis of the price of the cheapest pharmacentical
with the satne actie substance (& TC-lewe] 5)

(= reftabnrseraent gronp).

Supermarkets, gas-stations

Al hospital treatment in public hospitalz, including pharmaceuticals,

iz provided free of charoe to the patient.

' 5 R
— Delivery )

committee

Task: Decizion on the
pharmaceutical to be applied
in hospital pharmaceutical formulary
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Pharmaceutical pricing and reimbursement policies in the in- and out-patient sector

New pharmaceutical

I

Task:
Criteria:

cal Marketing Authorisation
Decision on marketing authorizatio

Quality, safety, efficacy, Directive 2004/83/EEC and Estonian Medicinal Product Act 2005

EMA or Estonian State Agency of Medicines (SAM) consulted by Committee of Pharmaceuti-

AUTHORISATION/CLASSIFICATION

Out-
patient
care

Ministry of Social Affairs consulted

by
Drug Committee

In-patient
care

Government according to the
proposal of Estonian Health
Insurance Fund (EHIF), con-
sulted by Ministry of Social

'_
& Task: !Z)ecision on pricing and re- Affairs and experts
E imbursement - N
7 Criteria: ~ Therapeutic and economic Task: Decision on  pricing
S criteria, external price refer- and reimbursement of
— encing (main  reference medicinal services, in-
w countries Latvia, Lithuania, cluding pharmaceuti-
s Slovakia) Directive cals
(ZD 89/105/EEC and Estonian Criteria: Therapeutic and eco-
o Health Insurance Act 2002 nomic  criteria,  Di-
& rective  89/105/EEC
and Estonian Health .
Insurance Act 2002 Not listed
l Pharmaceuticals what
are not applied for in-
List of pharmaceuticals reimblljrsed by EHIF > gtjrigg]émétrglrncvhat
. ' ‘} were decided not to
External price list
referencing Agreed  manufacturer
within  yearly price + regressive who- . . . o ]
re-evaluation lesale and retail mark- List of medicinal services of » No reimbursement
of agreed pri- ups and reduced VAT EHIF
ces 9% (ordinarv VAT 20%)
Free manufacturer
. . o price + wholesale
100% reimburse- 75%/90% reim- 50% reim- and retail mark-ups
ment bursement bursement || and reduced VAT
Diagnose-based, out- Diagnose-based, out-of-pocket 100% reim- 9% (ordinary VAT
of-pocket payment is out-of-pocket pay- payment is 3,19 € bursement- 20%)
1,27 €, reimburse- ment is 1,27 € + +50% of refer- pharmaceuticals
ment sum is fixed by 25%/10% of refer- ence price or for in-patient
reference price or ence price or price- prlcey- ' care
price-agreement’s agreement’s price; agreement's price

price

100% reimbursement
for listed pharmaceuti-
cals for children under 4

90% reimbursement
for vulnerable groups

NO GENERAL REIMBURSEMENT (only on individual basis)



Ethiopia

HEALTH EXPENDITURE INDICATORS DEMOGRAPHY HEALTH SYSTEM AND HTA DEVELOPMENT

Percentage of GDP

30%
. Implement Health
Population, 5

96.51 million

In 2010, established
Health Insurance
Agency; Social Health
Insurance Scheme;
Food, Medicine And
Healthcare

Sector Development
Program (1996)

Pharmacy Regulation
No.288 (1964)
established the
"Pharmacy and

Health Extension
Program established
(2004)

$24.5 HE per 25%

capita | National Drug Policy

/ Average annual pog Laboratory (1993) allowing P"‘""’“f‘“““ no.176 Administration &
/ 20% a Department", the first substitution of generic 95“"“5"9‘{ drug Control Authority
/ drug regulatory body medicines  control authority DACA Regulation
/ | | (1999) |
/ 14 L
b - 1s% /4 T T T g T -
/’ 1960 1990 1993 1996 | 1999 2002 2005 | 2008 2011
i " - o DACA tranformed intd
/ Populatlon, Transitional Health Care Financing FMHAC (2009)

8

Government of Strategy (1998)
Ethiopia established

(1991)

Community-based
Health Insurance
schemes implemented
at woreda and kebele

levels(2011)

22.15 million

Policy on Anti-
Retroviral Drugs Supply
and Use (2002)
Pharmaceutical Fund
and Supply Agency
established (2007)

PUBLIC sector HE,
$0.1bn

$4.0
i
PRIVATE sector HE, III
$0.2bn
1995

1960 1965 1970 1975 1980 1985 1990

Federal Democratic
Republic of Ethiopia
established (1994)

5

@

allii
Life expectancy at

IIII? PO birth, 38.41 years

2005 2010 2015 190 195 1970 1975 190 1985 1990 1995 2000

2000

2005 2010 2015

SYSTEM IN 2015

Health legislation and financing

Health system

Main health
legislation

Government
role

Financing

Private
insurance

Currently developing a three tiered system: Existing public sector provides tax- and donor-funded, mostly free, access to basic health care for the low-income formal
sector workers, informal sector workers, the unemployed and the poor. Bismarck-type worker health insurance plans, called Social Health Insurance (SHI) will be
mandatory for employees of formal sectors when launched. It covers 11% of total population. The government is currently piloting voluntary health insurance scheme
called community-based health insurance for the rural & urban informal sector. The government provides financial incentives (25% of premium) to encourage uptake.
At completion of roll out, the scheme aims to cover 85% of the Ethiopian population.

National Health Policy (1993) recognizes access to essential medicines/technologies as part of the fulfilment of the right to health, with an emphasis on rural
populations. National Drug Policy (1993) allows provision of essential medicines, generic substitution at pharmacy level, rights for local manufacturing and medicines
importation, and other medicines related policies. Health Care Financing Strategy (1998) introduced health care reforms which included implementing revenue
retention and use at health facility level, systematizing a fee-waiver system for the poor, standardizing exemption services, and setting user fees. Health Extension
Program (2004) defined 16 free essential health services. Regulation 191 (2010) established the Ethiopian Health Insurance Agency. Regulation 299 (2013)
established Food, Medicine, Health Care Administration and Control Authority with the authority to regulate the pharmaceutical sector.

Federal Ministry of Health (FMoH) develops national policy, laws, guidelines, standards and operational protocols. Regional Health Bureaus (RHB) implement national
policy, regional laws standards, and operational guidelines, protocols and supervises hospital service delivery. Woreda Health Offices (WorHO) manage and coordinate
operation of primary health care units in districts and neighbourhoods (kebele).

General tax revenue (for public) and donor and NGO funds for health services and medicines. Otherwise mostly out of pocket payments.

There are more than 10 private health insurance companies operating in Ethiopia. However, the benefit packages and coverage through these companies are not known
from public sources.

Organization of and payment for health care services

Hospital

Primary care

Pharmacy

In 2015, there were 224 hospitals: 68 private, 156 State-owned and 9 NGO supported hospitals. Public hospitals are allowed to open and operate a private wing to
improve health workers’ retention, provide alternatives and choices to private health service users, and generate additional income for health facilities.

In 2015, there were 3,800 health centres and more than 15,000 health posts (all public) to deliver primary care. About 85% of the healthcare provision is provided by
public healthcare facilities, while the remaining 15% is provided by the private sector. Private healthcare mainly focuses in the urban areas, where less than 15% of the
population lives.

Supply of medicines in the public and not-for-profit sector is provided by pharmacy unit/dispensary at each health care facility, city councils, and the Red Cross Society
of Ethiopia, respectively. The private sector has three types of supply organisation: pharmacies run by pharmacy degree graduates, drug shops run by pharmacy
diploma graduates or equivalent, and rural drug vendors run by nurses, health assistants, technicians.

Aspects of decision making for covering technologies and services

Regulatory

Benefits
package

Pricing

Quality

Utilisation and
budgetary
manage-ment

Monitoring and
data
governance

Stakeholder
participation

The Food, Medicine and Healthcare Administration and Control Authority (FMHACA) is responsible for revising the National List of Medicines and regulatory functions
in health, food, and medicine. The Pharmaceuticals Fund and Supply Agency (PFSA) handles supply chain management of the public sector.

Insurance beneficiaries are entitled to access inpatient, outpatient, delivery, and generic drugs included in Ethiopian Health Insurance Agency Drug List. The benefit
package and medicines lists are developed with the support from WHO.

There is no government regulation on pharmaceutical pricing or a system for pharmaco-economic evaluation.

Health services: Public hospitals receives annual budget from Ethiopian Health insurance agency for inpatient services based on “department based grouping” which
includes the cost of medicines; payments for hospital outpatient services are fee-for-service and the costs of medicines are reimbursed separately; Health centres
receive annual budget based on capitation (inclusive of medicines cost.

Medicines: PFSA manages procurement pricing. Generally, public sector pricing includes a 25% mark-up and is tax-exempted. Some medicines are exempted from
standard policy (e.g. diabetes medicines have no mark-up, Cancer medicines have 50% reduction on standard mark-up). The government reimburses the costs of 690
medicines with 5% patient contribution. Health Program Medicines (e.g. HIV/TB, malaria, reproductive health) are supplied free of charge to patients. Private sector
prices are highly variable.

FMHACA assesses quality of therapeutic goods at registration. Frequency of monitoring on quality of services and health goods is unknown. Post marketing surveillance
of medicines is conducted annually.

Centralised: Ministry of Finance and Economic Development allocates tax revenue and donor fund to health budget. It monitors expenditures for drugs, medical
supplies, and equipment at Federal level.

Decentralised: At the regional level, health care budget is allocated by regional bureau of finance and economic development and delivery are augmented by donor
funds or programs. NGOs support medicine supply by running their own programs and importing drugs, supplies, and medical equipment. Some NGOs distribute these
goods to affiliated health institutions. Parastatal organizations cover medical expenses of their employees through direct reimbursement, providing health services
through their own clinics and dispensaries, and purchasing health insurance for employees.

Expenditure: Ministry of Finance and Economic Development, Regional Health Bureaus regularly collects data; Donor and NGO reports for individual projects provide
additional information.

Quality and safety of health technologies & services: FMHACA manages data on Product Registration, Licensing, & Quality Assessment

Data and communication infrastructure: Integrated Pharmaceutical Logistics System established in 2009, is used for recording and reporting at different levels of the
supply chain.

Donors are involved in financing of medicines. The Health Sector Development Program governance structure allows the participation of donors at each level (policy and
technical level)
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Pharmaceutical pricing and reimbursement policies in the in- and out-patient sector

Pricing in the out-patient sector
Non-reimbursable pharmaceuticals can be priced freely
Statutory pricing for reimbursable pharmaceuticals
— Pricing procedures include:
o external price referencing
o internal price referencing
o health economic evaluations

For generics: price linkage and reference pricing (RPS)
Wholesale remuneration not controlled

Pharmacy remuneration
— Statutory regressive mark up
— Different mark ups for prescription and non-prescription products

VAT
— Standard rate 24%
— Reduced rate for medicines 10%

Reforms valid from Jan 2016

Generics:

— Price of the first generic must be 50% (now 40%) lower than price of the originator. For
packages including devices, —40% is still valid.

— Price of the originator included in RPS has to be lowered nine months after generic
entry into RPS (new regulation).

— Mandatory price info of the lowest priced product in RPS by pharmacies.

Pricing in the in-patient sector

Price negotiations or tendering of
pharmaceuticals.

Each hospital has its own
pharmaceutical formulary.

Reimbursement in the out-patient sector

Positive list

Reference price system (RPS)

— Since 2009

— Generic reference price groups: same active substance, quantity and pharmaceutical
form, closely corresponding package size

Co-payments

Basic reimbursement 65%

Lower special reimbursement 35%

Higher special reimbursement €3 per purchase

After reaching the annual limit to co-payments (€612 in 2015) €1.5 per purchase

Mechanisms for vulnerable groups
Better reimbursement rate for patients with chronic and severe diseases

Reforms valid from Jan 2016

— Implementation of an €45 annual threshold to be paid in full by a patient before
receiving reimbursements. Concerns only patients aged 18 years or more.

— Basic reimbursement increased to 40% (now 35%).

— Need of restricted reimbursement in RPS re-evaluated and abolished if redundant nine
months after generic entry into RPS.

— Two-year time limit in the criteria for special reimbursement status abolished.

Reimbursement in the in-
patient sector

Hospital pharmacies issue
medicines only to their own
wards and departments.

Pharmaceuticals used in
hospitals are included in the
patient’s daily charge.

In 2016, additional savings of €50 million (about 4%) on reimbursement costs must be generated. Measures to

reach that have not yet been published.
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LasA
T DES DROITS DES FEMMES

New medicine

AUTHORISATION/
CLASSIFICATION

Reimbursement Information

European Medicines Agency (EMA)
or
French Health Products Safety Agency / Agence nationale de sécurité du médicamentetdes p  roduits de santé (ANSM)

Task: Decision on authorization and registration
Criteria: Quality, safety, efficacy (Directive 2004/27/EC) and Public Health Code

French Health Products Safety Agency / Agence nationale de sécurité du médicamentetdes p  roduits de santé (ANSM)

Task: Decision on prescription, dispensing requirements and if a pharmaceutical fulfills the criteria of pharmaceuticals
E)J Criteria: Directive 92/56/EEC, law on prescription requirement, prescription requirement order etc.
= _
5 ANSM is also in charge of
O pharmacovigilance
=z >
9 French National Authority for Health / Haute Autorité de santé (HAS)
|_
< Task: Health technology assessment and medico-economic assessment (only for innovative drugs)
3 Criteria: - HTA : Clinical benefit and therapeutic interest (SMR), level of improvement of clinical benefit (ASMR)
< - Medico-economic: incremental cost-effectiveness ratio (RDCR)
>
L
OUT-PATIENT IN - PATIENT
PRICING REIMBURSEMENT
REIMBURSEMENT
Pricing Committee (CEPS) Sickness funds union List of authorised medicines in hospital
. (UNCAM)
Task: Price negotiations . .
Criteria: At ex-factory level, Task:  Reimbursement rate Drugs on the top of DRGs Drugs included into the
[ y
=z depending on ASMR Criteria: SMR, reimbursement DRGs
3 LUl +/- RDCR rates (15%,35%, 65%)
= PRICING
o W Task: Publication of ex- v v
Z 0 factory and retail price - . . .
) %: (distribution mark-ups Pricing Committee (CEPS) Hospital purchasing
= body or union
xom regulated) Task: Price negotiations - —
CE ; Criteria: At ex-factory level, Task: Price negotiations
E':J depending on or tendering of
ASMR +/- RDCR medicines
Ministry of Health and Ministry Criteria: Depending on the
of Finance product or on the
R Ministry of Health market situation of
Task: Distribution mark-ups U the medicine
L regulation Task:  List registration and publication
Criteria: - Wholesalers, ) 100% reimbursement rate list of medicines
pharmacists margins on list of authorised medicines in hospitals
Pharmaceutical
companies
Z
O 4
'5 Wholesalers
o
x
'J) Pharmaceutical and Therapeutic Committee
) per hospital
Task: Decision on use of medicines
= Pharmacies ‘ Hospitals ‘
O
:: French Health Products Safety Agency /
5 (@) Agence nationale de sécurité du médicament etdes p  roduits de santé (ANSM)
8 @) - Advertising control and distribution of Rational Drug Use Guidelines Commission
E - Pharmacovigilance Commission
o]
< OUT-PATIENT IN - PATIENT
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Ghana National Drugs Programme, Ministry of Health and +233302661670, gndp@ghndp.org
Medicines Transparency Alliance Ghana, +233504529867, inffo@metaghana.net
WHO Country Office for Ghana

Pharmaceutical pricing and reimbursement policies in the in- and out-patient sector

.. Process as outlined below applies to all
1 New Medicines medicines. Single source medicines may go

l through price negotiation, prior to listing on the

health insurance medicines list.

FDA Registration National Medicines Evidence Summaries

To review the safety Selection Committee Subgroup

profile of the medicing =—————) 10 Make decisions —) 0 review the evidence

and to provide the FDA on the appliCation Of um— for cost-effectiveness of
registration number the medicine for the medicine or other
and classification clinical use health technology

\/

Stakeholder Consensus and Ministerial Approval

\d \d

STG EML Ministerial Approval

National Health
Insurance Medicines List

To provide guidance

To list essential
on treatments for )

—)p To provide political

, medicines by support for the STGs and
diseases of common el 6 e Eme_rgency _ EML and endorse as
occurance Medicines List national policy

Stakeholder consensus on EML with
levels of care

|
| Sl ek G k|

- ¢ Informed by Evidence from
-Previous price surveys

-Price and availability data from
v public, private and mission sectors

TR
-Price and availability data for child
_ on selected medicines medicines from public, private and
e and pharmaceutical mission sectors

To determine prices for reimburse- UL LT i SPUES CRIEICUENES
5 . -ABC analysis
ment under the public social health

resneeseheme _

v v

Capitation

Ghana Diagnosis To finance services To finance services

Related Groups provided under exemption under Provider
guiding reimburse- policies e.g. Maternal Payment Mechanisms
ments for services Exemption Policy

y y

Patients (clients or beneficiaries) receive services and medicines at several
levels of care (with referrals if necessary) via the three modalities above.

Patients only pay for services and medicines not covered by insurance.
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The pharmaceuatical system in Greece in the in- and out-patient sector

VAT

Pharmacy
price
- 4,67% (<200€) from+2,00% before +6,0%
— o s —>
-1,48% (>200€) to +30,00% VAT

Plus volume rebate -13,74%

Life style medicines-
Wholesalers  mark-up=
5.4% on ex-factory price

Wholesalers mark-
up= 7.8% on ex-
factory price

ATC4, ATCS clustering

Price charged
by hospitals to
EOPYY

+5%

Co-payment

In general

Litsa Panagiota, Kani Chara, Kourafalos Vasileios
Vienna, 12-13 October 2015 for PPRI conference

Pharmaceutical Pricing and
Reimbursement Information
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Administration

HUNGARY

Pharmaceutical pricing and reimbrsement polices in the in- and out-patient sector

N /

4 e N

Pricing Reimbursement

Pricing regulations apply for only reimbursed drugs in the in- and out-patient sectors. Free pricing prevails outside

the reimbursement system. VAT: 5% for all medicines

Pricing in the out-patient sector Reimbursement in the out-patient sector

Pricing at ex-factory level Positive list

Positive list publicly available for reimbursed drugs.

» External reference pricing: EU 28 + Switzerland + Norway + Iceland . :
Reimbursement categories

1?Xg’c)jteprr/ivgg Sreference pricing - therapeutic groups and active substance groups with > Without restrictions — normative reimbursement

- . SR . .
This applies for generic drugs and drugs with similar efficacy. Gkl e e UL e

Maximum amount of reimbursement for each drug in the group is based on » With restrictions — binded to therapeutic indication and specialization
the lowest priced medicine (with a minimum required DOT turnover). 50%, 70%, 90%, 100% reimbursement provided to patients

Required cut down prices for generic drugs: > Special medicines for haemophilia and HCV infection

1st generic drug — 40%, 100% reimbursement provided to patient

2nd generic drug — 20%, > Vulnerable groups

3rd generic drug — 10%, :

J J : Named patient program:
4-6th generic drugs — 5%, | | . . | |
Fairness reimbursement for seriously ill persons without reimbursed
afterwards 0,3 Euro Cent. therapy or in off-label indications. Decision is based on individual cases.
Biosimilar drugs: yearly tendering process, the cheapest medicine is
required to prescribe for the new patients. Required cut down prices for
biosimilar drugs: 1st — 30%; 2nd — 10%; 3rd — 10% Fairness reimbursement for socially indigent persons. Decision is

based on individual cases.

Patients with Prescription Exemption Certificate:

» Sales representative registration fee ~ 3100 EUR/capita/year

» Cost-effectiveness requirement for innovative medicines Special requirements
(ICER = 2-3 x GDP per capita)

» Generic drugs and drugs with similar efficacy are labelled to therapeutic or

o active substance groups
Pricing at wholesale level

> Strictly requlated regressive margins » Price volume agreements on medicines

8% -6,5% - 5% - 4,4%, depends on the ex-factory price ~ This provides a secure cap for budget overspending for certain
drugs or indications.

» Statutory pricing according to Decree of the Ministry of Health 5/2007

~ Simple payback on every unit sold
Pricing at pharmacy level

~ Qutcome contract which stipulates that the Marketing Authorization

» Strictly regulated regressive margins Holder (MAH) pays back a pre-determined amount, if the real-life

27% - 23% - 20% - 18%, depends on the wholesale price effectiveness of the product falls behind the clinical efficacy on which
> Co-payment - Patients should pay 1 EUR for 100% reimbursed drugs its reimbursement dossier has been based.
> OTC products have free pricing » Reimbursement payback for all pharmaceutical companies
> Statutory pricing according to Decree of the Ministry of Health 5/2007 ~ overspending-based payback in case of defined budget deficit
» Reimbursement payback for all wholesale companies
Pricing in the in-patient sector 227 payback
» Statutory 20% payback on sales revenue
» Centralised or hospital tendering is required for some medicines > Statutory 10% additional payback on sales revenue for drugs being
High-cost oncology and biological drugs (item-based reimbursement) reimbursed for 6 years without competitors

Separate budget for haemophilia and HCV infection
Tenders are valid for 1-3 year.

» Pharmaceutical companies may offer discounts to hospitals or to NHIFA (National
Health Insurance Fund Administration).

Reimbursement in the in-patient sector

» high-cost oncology and biological drugs (item-based reimbursement)
100% reimbursement category for expensive medicines that are used in
hospitals. Reimbursements of these drugs are binded to therapeutic
Indication and paid directly by the Health Insurance Fund Administration.

Main acts
» Decree of the Ministry of Health 32/2004 (IV.26.) Legal framework for price setting
» Decree of the Ministry of Health 5/2007 (1.24.) wholesale and pharmacy mark-up, price margins

= Act XCVIIl of 2006 on the Safe and Economic Supply and Distribution of Medicines and
Therapeutic Medical Devices

Links » There is no co-payment for hospital medicines.

http://www.oep.hu/pupha » The diagnoses-related group (DRG) system covers all the costs of acute
http://www.oep.hu/iframes/gyogyszerkereso hospital care, including pharmaceuticals.

http://www.oep.hu/felso menu/szakmai oldalak/publikus forgalmi adatok/gyogyszer forgalmi a

datok

- o\ /
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PRICING AUTHORISATION/

wholesale level

PRICING
Pharmacyv level

REIMBURSESMENT

CLASSIFICATION
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Pharmaceutical Pricing and
Reimbursement Information

Iceland

Icelandic Medicine Pricing and Reimbursement Committee
Telephone: +354 553 9000 e-mail: verd@Ign.is

Pharmaceutical system in Iceland in the in- and out-patient sector

New medicine

European Medicines Agency (EMA) or

The Icelandic Medicine

Agency (IM

A

Task:
Criteria:

Decision on authorization and registration
Oualitv. safetv. efficacv (Directive 2004/27/EC) and Icelandic Medicines Act

The Icelandic Medicine Agency (IMA) is an independe

authority that appertains to the Ministry of Health

nt regulatory

in consultation with The Pharmaceutical

Task:

medicines

| Committee
Decision on prescription, dispensing requirements and if a medicinel fulfills the criteria of
]
Criteria: Directive 92/56/EEC, Icelandic Medicines Act, prescription ordinance etc. (2)
The Icelandic Medicine Agency (IMA ), is also in charge of pharmacovigilance . ;
)
[ Icelandic Medicine Pricing and Reimburs  ement Committee (IMPRC) ] >

Task:

Calculation of Nordic average price for
general medicines
Criteria: External price referencing

Price approval for all
prescription drugs and

hospital drugs.
OTC is free price.

Task: Calculation of Nordic lowest price for
hospital/high cost medicines

Criteria: External price referencing

Whole saler || Free mark up at Wholesale level

7

Pharmacies

Maximum mark up set by the Icelandic
Medicine Pricing and Reimbursment
Committee (2 different steps: one for a 11%
plus 5,86 € fixed fee and the second step 2%
with 13,86 € fixed fee (depending on
Wholesale price).

University Hospital }

Tenders or Negotiated Procedure
regarding medications, for all hospitals
in Iceland are organized by the
University Hospital

VAT: 24% ]

General eimbursment

Icelandic Medicine Pricing and
Reimbursement Committee (IMPRC)

Task:

Criteria:

Decision on the reimbursement status

Reimbursement in the Nordics,
Price is relative to efficacy and in comparisons

to already reimbursed drugs,

Budget impact

Task: Price negotiations or tendering
of medicines
Criteria: Depending on the product or

on the market situation of the
medicine

University

Hospital

Icelandic Medicine Pricing and and

in cons. with

National Reimbursement Code set by the Ministry of
Health paid by the National Insurance.

Reimbursement Committee (IMPRC) Health
Insurance
Task: Decision on reimbursement status of hospital/high cost
medicines
Criteria: Price relative to efficacy

Budget impact
Clinical evaluation done by the University Hospital
Clinical guidelines done by the University Hosptial

Evaluations within fixed budget done by the Health Insurance

Fully reimbursed
Some medicines for patient who are terminally ill, patients
with kidney problems and for patient with psychiatric

— no copayment by patient

problems

Fully reimbursed — no copayment by patient
Hospital and some high cost medicines

Individual
reimbursement

Co-payment system

Co-payment is a proportion of the annual usage
Step-wise increase in co-payment by the Health

Insurance up-to a full reimbursement

Use in hospitals

Pharmaceutical

Regional Hospitals ’ in cons. with  and Therapeutic

Committee per
L hospital

Task:

Decision on use of medicines

Reimbursement on individual application possible
Non reimbursable medicines and medicines not applied
for inclusion in the Reimbursement Code.

No co-payment for patients

Pharmaceutical formulary per hospital

Sept. 2015
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Pharmaceutical Pricing and Reimbursement Policies in the In- and Out-patient Sectors in Kenya
Ministry of Health, Afya House, Cathedral Road, Box 30016-00100, Nairobi, Kenya +254 20 2717077 www.health.go.ke

Mbindyo R, Cheruiyot S?, Siyoi F3, Forshaw C*
(1) WHO Country Office — Kenya, (2) Ministry of Health - Kenya, (3) Pharmacy & Poisons Board — Kenya and (4) DANIDA Health Sector Programme Support - Kenya

AUTHORIZATION Ministry of Health: Pharmacy and Poisons Board (PPB)
Py Task: Decides on Marketing Authorization and Categorization (Scheduling)  Criteria: Quality, Safety & Efficacy  Law: Pharmacy and Poisons Act, Cap. 244/1957
Reforms: Establishment of a Food & Drugs Authority and Pharmacy Council (underway)
CLASSIFICATION . . ) . .
= Draft Policy and Bill are being developed to implement this reform
Aspect Public Sector Faith-Based Sector (FBO) Private Sector
. . X . NO legal requirement for FBO or private sector to apply the national EML.
MOH - National Medicines & Therapeutics Committee - -
(NMTC) However, the FBO sector largely aligns with the
Selecti . P . .
(fif;:ir::r;dn ) Task: Updating Kenya EML & Guidelines KEMI'_ may'make some modifications (e.g. when Some private hospltalst u'se KEML for
g Criteria: Cost-effectiveness (using WHO Model List as basis) EML is considered out of date) procuremeht & prescribing - mostly as a
Law: No law on EML development/use ¢ Adapted by Mission for Essential Drugs & cost- effectiveness tool (not mandatory)
Supplies (MEDS) Formulary Committee
Adapted f KEML based | revi f Individual hospital devel
Formulary (for Kenya Medical Supplies Authority (KEMSA) formulary ap- edtrom as‘e- ‘on annuaireview o naivt U§ ospitats may- evelop
; requirements of FBO facilities. May also supply non- formularies as a tool for internal cost
procurement) (extracted from the KEML & based on available funds) . .
formulary items (ad-hoc pricing) control
NO explicit pricing policy for medicines countrywide. However, indirect pricing approaches are pre-determined through the applicable procurement and supply
Pricing policies for system, which is linked to financing arrangements
medicines * Some medicines for priority health programmes are provided for free by the Government (through KEMSA) to ALL sectors. Target conditions: HIV, TB, malaria,
immunization, maternal & child health
VAT Kenya Revenue Authority (KRA): NO VAT on medicines - but importers have to seek exemption for each consignment
Law: Value Added Tax Act (Cap. 476)
Manufacturers No regulation of ex-factory prices. Prices usually depend on the procurement agent and the procurement methods they apply (as below). Tendering is the most
common approach.
Individual wholesalers (local or
KEMSA: a stat
Procurement Agent Law: KEI\E/!I;AaAec:I%Ieor.];E of 2013 MEDS: A non-profit trust established by the churches internaticfnal). No law on wholesale vs
© retail business
2 Generic procurement is applied routinely by KEMSA & MEDS
= X X R . . Mostly brand-name
] Procurement No law applies but Kenya National Pharmaceutical Policy (KNPP 2012) supports/encourages generic procurement
o Open tender (mandatory), international if necessary for Restricted tender to pre-qualified suppliers . o
o method(s)/ . ) . . ) Direct procurement by facilities &
Legislation adequate competition. (international/national). Pooled procurement with retailers as feasible
Law: Public Procurement & Disposal Act 2005 (Cap 412A) other FBOs (e.g. Uganda, Zambia) - select items. No R L
. . . R NOh No applicable legislation
(Procurement prices are published online for transparency) applicable legislation
Public health medicines issued for free to facilities (all sectors) through KEMSA & MEDS. Agreed fees for distribution No wholesaler role in public health
Wholesale (paid by govt. unit or donor) medicines.
Remuneration/ Cost + 8% mark-up. Partial cost recovery (e.g. staff costs paid | Cost + regressive mark-up (5-22%). Full cost recovery | Average mark-up 25%. Discounts of 2-3%
Legislation directly by Government). (availability & prices usually higher than KEMSA) for prompt /reliable (cash) payment.
NO applicable law and NO price referencing No price referencing
NO law/guidance on pricing/margins to patients (all sectors). No legal requirement to pass price benefits onto patients
Pharmacy However, facilities are expected to pass on the full benefit of any free medicines provided by Government
remuneration ‘Course-of-treatment’ pricing common in public & FBO facilities. Cost + mark-up (each med.)
Retail pricin islati ici i . Wai i . 109
( p g) NO Ieg|s|zft|on on pricing to patients. Waivers may apply for Waivers may apply (for approx. 10% who cannot No waivers, discounts common
some patients afford to pay)
Dispensing/ other Not applicable - public officers cannot charge patients fees Not applicable. FBO staff are salaried - no extra No legislation on dispensing fees.
fees charges to patients Average mark-up 30%
Pricing in the out-patient sector Pricing in the in-patient sector
Uninsured: Medicines paid out-of-pocket if accessed No policies/mechanisms at the interface In all sectors, the uninsured pay out-of-pocket for the full
through a health facility. The final patient price depends between out-and in-patient sectors. cost of hospitalization (including medicines). No special
. . However, any government-subsidized . . . .
on the sector (e.g. public/private/FBO) - o pricing arrangements apply for in-patient medicines.
medicines are also subsidized in all sectors
Reforms: The most desirable & comprehensive reforms relate to overhaul of the healthcare financing architecture — particularly the policy and institutional arrangements (see below)
Aspect Public Private
Institutions National Health Insurance Fund Private insurers (#20 approx.)
Task Collection & disbursement of mandatory health insurance contributions Provision of health insurance services
= Law NHIF Act No 9 of 1998 Operate independently — only governed by a general insurance regulator
E (prudential compliance)
E Benefits NHIF reimburses the full cost of treatment (inpatient & outpatient) in over 400 Reimburse the full cost of treatment (inpatient & outpatient)
E’:’ overview accredited Public, FBO and some private health providers across the country
3 Exclusions NHIF does not exclude any disease Private insurers may have exclusions
S Medicines No special provisions on medicines coverage; No provisions on medicines coverage;
] Coverage No positive/negative lists No positive/negative lists
4
Provider Each insurance provider independently determines 1) eligibility criteria for providers and accredits them to offer services; and 2) the reimbursement rates for
selection services and products. Some private providers have pursued international accreditation
Coverage Overall insurance coverage is only 17% (primarily NHIF); No specific provisions for medicines
Reimbursement in the out-patient sector Reimbursement in the in-patient sector
Both NHIF & Private insurers reimburse full cost of prescribed medicines (up to No positive or negative lists. The full cost of medicines is reimbursed for in-patients (up to
specified spending limits). For private providers, the NHIF rebate is so low that drug specified spending limits).
costs are not considered.
It is likely that the retail costs of drugs in Kenya are inflated with margins at each resale level, set at a minimum of 30% by law, with entrenchment of middle men, i.e. wholesalers,
also by law. This has a net effect of keeping prices high in retail pharmacies, which is where most people purchased medicines due to persistent stock outs in public facilities.
. Fsta'blls'h legal mandate;for.the following national stewardship functions and establish public (state) « The MOH is spearheading the development of a healthcare financing
D institutions to gx?cute t em' . o policy and strategy. A critical aspect (currently missing) is coherent
S 0 Regulate pricing and reimbursement and ensure overall economic regulation in the sector - Health L . b . I, .
o benefits & tariff | pricing and reimbursement policies, which should prioritize generic
(o] Renel its hta" sl‘regufator d di lifvi licible health faciliti blic. FBO. ori c prescribing and the application of evidence to guide decisions.
b o] egl{ ate the quality of care and accredit qualifying eligible health facilities (public, , private) - Care Advocacy is ongoing towards embedding the above stewardship
o quality regulator K ¥ . .
X X . i i L structures into the health financing policy reforms.
0 Mandate evidence-based therapeutics guidance (including essential lists) as statutory tools for
prioritizing public financing - HTA agency
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LITHUANIA

National Health Insurance Fund under the Ministry of Health of the Republic of Lithuania

(+37052364100, vik@vIk.It)

Pharmaceutical pricing and reimbursement policies in the in- and out-patient sector

Pricing in the out-patient reimbursement

Pricing policies for reimbursable medicines
External price referencing: Declared manufacturer price is
compared with 95 % of the average manufacturer prices in

reference countries (8 countries)

The first generic is required to be priced 50% below the
originator. The second and the third follower required to set
their prices 15% lower than the cheapest product and the
following ones need to be cheaper
The first biosimilar is required to be priced 30% below the
originator. The second and the third follower required to set
their prices 10% lower than the cheapest product and the
following ones need to be cheaper

Pricing in the in-patient sector (Public hospital)

Negotiations Committee under the Ministry of Health

Price negotiations

Expensive hospital medicines included in the List of Centrally
Procured Medicines and Medical Devices (centrally pur-
chased by the NHIF)

Hospital medicines not included in the List of Centrally
Procured Medicines and Medical Devices

Wholesales Regressive margins
Pharmacies Regressive margins

VAT: 5% for reimbursable medicines, 21% for non-
reimbursable medicines

Expensive hospital medicines included in the List of Centrally
Procured Medicines and Medical Devices
All hospital medicines

Statutory margins are not relevant, unless products are from
community pharmacy
VAT: 5% - reimbursed medicines
21% - not reimbursed medicines

Reimbursement in the out-patient sector

Positive list (500 active substances included on positive list)
Reference price system (RPS)

ATC 5 & 4 level (Lowest price of medicine in reference
group)

Percentage co-payment

10%, 20%, 50% of reimbursed rate, depends on severity of
the disease (the more severe, the higher the reimbursement
rate), 100% reimbursed medicines has co-payment until 1.5
EUR (depends on retail price, exception Insulins)
Mechanisms for vulnerable groups

100 % reimbursed rate for all reimbursed medicines for
children, disable patients

Reforms

MEA: price volume, expenditure cap, risk sharing

E-prescriptions system

Reimbursement in the in-patient sector

Expensive hospital medicines included in the List of Centrally
Procured Medicines and Medical Devices (26 active
substances)

Out-patient list also relevant for in-patient sector

Medicines are integrated in the lump sum (with some
exceptions) which can be generated for reimbursement
Hospital formularies are not centralized
Pharmaceutical formulary per hospital

No co-payment in hospitals
Reforms

price negotiations with manufactures or wholesalers strategy
for the acquisition of patented expensive hospital drugs
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MALAYSIA

Kementerian Kesihatan Malaysia & University Technology MARA, Yahaya Hassan, Noorizan Abd.
Aziz, Nur Liyana Zainal Bahrin, Nur Wahida Zulkifli, Azlan Ahmad. Tel:603-32584647; Email: nurwahi-
dazulkifli@gmail.com

PHARMACEUTICAL SECTOR IN MALAYSIA :
Complex System With Many Actors
SUPPLY OF International Manifechure & Rpott
MEDICINES manufacturers
Drugimporters | | PO rers
= D
Public sector ca%/<‘/ Private sector care
Government
procurement Wh;lsfizzllirc')sr:nd
systems /\
Government oot Pharmacies and Private physicians/ Private health
health facilities retail outlets other providers facilities
Consumer demand
Consumers and
patients
DEMAND FOR :
MEDICINES ;

e Malaysian’s healthcare system consists of GOVERNMENT and PRIVATE institutions.

e As for government healthcare facilities, they are functioning through a
SUBSIDISATION SYSTEM. Government will subsidise the cost incurred for the

healthcare treatment of the patients. Our public need to pay just a small amount as reg-
istration fees while the rest will be borne by government. The subsidy comes from
country’s revenue and taxpayers’ money.

e As for the government healthcare institutions, they have been operating using a
NATIONAL DRUG FORMULARY and every institution conduct their service based

on the allocation given by the government. The allocation were given based on certain
criteria such as number of bed, specialty services offered and number of patients en-
rolled.

e As for the private institutions, costs incurred during treatment are solely under the
PATIENTS’ RESPONSIBILITY. They might opt for payment under company’s cover-
age, personal insurance scheme or from their out-of pocket money.

e As for current practice, our public healthcare institutions have not been any of the re-
imbursement policy.


tel:603-32584647

Market
authorization

Reimbursement

Procurement| |Price regulation

ispensing

D

Prescribing

Pharmaceutical Pricing and Reimbursement in

Mexico*

National Medicines Regulatory Authority e«

(Comision Federal para la Proteccidn contra Riesgos Sanitarios, COFEPRIS)

Public sector Private sector
40.1% volume market share 59.9% volume market share
18.5% value market share 81.5% value market share

Ministry of Health
General Health Council (CSG):

Representatives of all public health care providers

|

Secondary and

tertiary care Primary care
. . reimbursement list
reimbursement list Cuadro basico
Catalogo de medicamentos M
7]
h Q
1 msE:ﬁtlon ,\ .g
- - - - decid: it
Institutional reimbursement lists f‘“éins\.?s"t _ 3
Selected out of both national reimbursement lists, for primary and b, £
secondary/tertiary care k-]
(Institutional administrative and purchasing committee or sometimes g
Pharmaceutical and Therapeutic Committees decides on selection) . 2
©
o
Patented W “
medlcmes Price negotiatioﬂ Bl < ‘(’/‘/c@ \
only applies to /, 80[/ .
patented o
- - 7 medicines = e/o s,\o o,
Commission for the |~ Maximum consumer )% sen
Negotiation of Medicines Prices : price for patented AN
(CCNPMIS) Generic medicines 5
Representatives of all public health care providers medicines (voluntary agreement between
pharmaceutical manufacturer and
Patented Ministry of Finance)
medicines
Generic Branded
medicines originator
74.2% volume medicines
| Institutional procurement agencies 49.6% value 25.8% volume
50.4% value
Branded originator Generic medicines
medicines 99.1% volume share
0.9% volume share 61.3% value share
38.7% value share J E\/\/’
About 20"/?27,,,

— mark-ups
Wholesalers .
(about 20 in total)

DM

L

About 20% “—
= copayment 5 R Toh mark-ups
i i ic instituti NO VATon = etai armacies S
Z7/\/\r Pharmacies or outlets in public institutions medlclne,s pharn N T —

(about 25,000 in total)

Q

« Free of charge
« Only with institutional Rx

« Only for medicines
included in the

name

55.4% Pharmacy chains
16.8% Pharmacies in supermarkets
21.8% Independent pharmacies

(o With and without Rx 1’)

« POM regulation not
enforced (except
antibiotics and controlled
medicines)

Medicines

reimbursement list % *Prescribing b\{ generic
« No substitution permitted N/\ % E:;‘_‘z onl;?ne:erlc plus
marcscribinglbyjgenentc ~— 81°/(; of total 17 * No substitution

pharmaceutical L permitted if brand name
(9 ) —_ expenditure is out-of: specified on Rx
\. N e /,p’ocket/‘ C @)

>~
Consumers and patients
(by 2012, 53.7% of the patients paid for their medicines)
po fd &
Physicians working Physicians working in Physicians working
— in public sector public and private sector in private sector

1

|edianasewdeyd

saiuedwod

*Elaborated by Veronika J Wirtz, National Institute of Public Health, Mexico; September 2011. Updated by Yared Santa-Ana-Tellez, Utrecht University, The Netherlands; September 2015

Consulted data sources:

Gonzélez Pier E, Barraza Lioréns M. Trabajando por la salud de la poblacién: Propuestas de politica para el sector farmacéutico. Versién para el didlogo. Ciudad de México: Funsalud. 2011
Fundacién Mexicana para la Salud. Descripcidn del sector farmacéutico en México, 2012. Ciudad de México: Funsalud. 2013




Health care provided by
segmented networks, each
institution employs its own
staff, without synergies and
high duplication.
Employment status
determines the health
provider.

The largest providers are:
Instituto Mexicano de
Seguridad Social (IMSS),
for people in formal
employment.

Instituto de Seguridad y
Servicios Sociales de los
Trabajadores del Estado
(ISSSTE), for civil service
employees.

Seguro Popular covers
remaining families

Mexican Health System Structure

l

Formal sector employees, family
of the employee and pensioners.

Social Security
Institutions

Public Private
ISSSTE Ministry IMSS Private
of Oportunidades insurances
IMSS PEMEX, Health
SEDENA, .
MARINA Seguro Private
Popular providers

l

Informal sector workers, self-

l

Users willing

— o —————————

employed and unemployed. and able to
pay
1
Ministry of Private
Health insurance

—_— e e e, e ———

Mexican Health System organization,

diagram based on Gémez Dantés, 2011

Reimbursement decision making in the Mexican public sector*

(1 ) Safety and Effectiveness

Health
Technology

National Medicines
Regulatory Authority
(Comision Federal para la

Proteccion contra Riesgos
Sanitarios, COFEPRIS)

No —— Non Approval‘

Is the Health

Technology res
effective and
safe?
Approval

CU Cost-Effectiveness for Public Sector

Is the

General Health Council
Positive List Commission
integrated by

No
acquisition

o

Health Ministry of Health
Y Technology Cost +«—| IMSS PEMEX
- | Effective? ISSSTE SEDENA
DIF MARINA
Inclusion in
National List
l No | Exclusion from
National List
(3 ) Atfordability for Public Sector
Commission for the
Inclusion to Negotiation of
Affordability of Yes Institutional Medicines Prices
health -, positive list . (CCNPMIS)
technologies

regulates the acquisition
prices only for
patented/single source

IMSS
ISSSTE

medicines

+Elaborated by Yared Santa-Ana-Tellez, Utrecht University, The Netherlands; Fernando Alarid, University of Minnesota, and Itzel Rivas-Oropeza Mexican Institute of Social Security, Mexico September 2015

Consulted data sources:

OECD (2015), OECD Economic Surveys: Mexico , OECD Publishing. http://dx.d 10.1787/eco_t

5-en

Consejo de Salubridad General (CSG), 2011
Gémez-Dantés O, Sesma S, Becerril VM, Knaul FM, Arreola H, Frenk J. The health system of Mexico. Sal

lud Publica Mex 2011;53 suppl 2:5220-5232.

Rizo Rios P, Gonzalez Rivera A, Rivas Oropeza I, Campos Ramirez O, Lifshitz Guinzberg A. Criterios Farmacoeconomicos Usados en Mexico para la Evaluacion de Tratamientos en Personas en Fases Terminales. Value in Health Regional Issues. 2012.




. @ . Pharmaceutical system in the Republic of Moldova

The Republic of Moldova is a landlocked country in Eastern Europe, bordered by Romania to the west and Ukraine to the north, east, and south. It declared
independence in 1991 as part of the dissolution of the Soviet Union. Moldova is a member state of the United Nations, the Council of Europe, the World Trade
Organization (WTO), the Organization for Security and Cooperation in Europe (OSCE), the GUAM Organization for Democracy and Economic Development,
the Commonwealth of Indenendent States (CIS) and asnires to ioin the Euronean Union. Its nopulation is 3 557 634.

Types of the pharmaceutical enterpises Distribution - of pharmacies
Pharmacies in the Pri The number of the
. rivat .
dispensarys 4% pharmacies

pharmacies5

5% 1283 Urban aria - 1380
Medical ;
e?liz:'?)tl?sng?n The number of the population
isei .
per L -
rural Local R e, Rural aria - 3352

Storehouses. /

producers 1%

. The most of the pharmaceutical enterprises are located in the urban area.

. Rural area is assured by the pharmaceutical services through medical assistant sections.

. The suppliers (45) importe the medicines from 57 countries. They provide the hospital sector (state procurements) and private pharmacies.

. The local producers cover 17% of the pharmaceutical market. 26% from their portfolios are essential medicines. The most representative groups are D, J, A, C, N
and R. Moldavian producers exnort their medicines in 11 countries.

Medicine market share Essentials 26,6% Authorization of medicines
8% Originals — 14,6%
' Generics — 83,5% 6485 6233 6253 6273 6193
Asia '
10% Rx — 69,7% 6 5110 5684
OTC -29,4%
Europa
42%
Local producers 2010 2011 2012 2013 2014 2015
17% u [ ocal ® Imported = Total
~
*  For the registration of the medicine the applicant shall submit the dossier in CTD format.The procedure for issuing the certificate of the registration of the drug
lasts 210 days.
* The medicines quality is checked by theLaboratory for Quality Control, which is certified according to ISO 9001: 2008. It performs subsequent control, selective to
oroducts manufactured accordina to GMP standards and series-bv-series for non-GMP druas. )
Evolution of the manufacturers prices for medicines Differentiated value added tax
15 Purchase price Final Wholesale Pharmacy
0 +10,38 (MDL) margin margin margin
c +6 0 - 30,00 <40 % <15% < 25%
+5,65 , 30,01- 60,00 <37% <12% <25%
0 60,00 - 120,00 <26 % <10 % <16 %
-5 T 12 120,01 - 240,00 <21 % <8 % <13 %
- ' -2,47 - ! L
10 3,05 -5,37 4,67 >240,00 <16 % <5 % <11 %
2010 .2011 2012 2013 2014 2015 Annotation: The average exchange rate in August - 1 EUR =
==+—National currency (MDL) === Currency (EUR) 21.1864 MDL. but on 25 Sentember - 22.6684 MDL

. The medicines prices are regulated by the Government. Prices for all types of medicines (Rx and OTC) are declared annually by the producer/manufacturer.\
The price accepted for registration must comply the following requirements:
1) is the average price of the lowest three prices of the reference countries: Romania, Greece, , Serbia, Croatia, Czech Republic, Slovakia, Lithuania and
Hungary;
2) generic medicine price does not exceed 75% of the original medicine;
3) medicine price that can not be found in the reference countries must be equal to the average of International Non-proprietary Name (INN) recorded in the

Regisrer.
Annotation: Although the prices measured in a foreign currency fell, they raised in the national currency due to the MDL depreciation.
* For druas from warehouses and pharmacies are established differentiated value added tax. This law was implemented since the 1st of October. )
The rate of compensation Pharmacotherapeutic groups included in the Reimbursement program
Pharmacotherapeutic group NN  Pharmacotherapeuticg  roup INN
26% Cardiovascular agents 19 Drugs used in diabetes 7
Digestives 5 Epidermolysis bullosa 5
Endocrine therapy 3 Autoimmune disease 3
67% Drugs used in asthma therapy 4 Ophthalmic diseases 4
7% : VT o~ . :
Treatment and prophylaxis agents Prophylaxis of iron deficiency anemia and folic
. X 12 X . . 2
used in children (0-5 years) acid deficiency during pregnancy
Cystic fibrosis 2 Mistenia gavis 1
H50% H70% W 100% anilant
Antiepileptics 6 . .
Parkinson's disease 2 Multiple sclerosis !
Nervous system 11 Total 87

¢ The methodology of reimbursement of medicines was implemented for the first time in 2005.

¢ Since 2013 all medicines without GMP Certificate have been excluded from the List of reimbursement of medicines.

* At the moment, the List of reimbursement of medicines includes 87 INN (584 medicines). The list contains drugs from 16 pharmacotherapeutics groups.

o The procedure for inclusion in the list of the reimbursement medicines recently has been changed. The submission of dossiers by producers.

¢ The approval decision belongs to the Council (Minister of Health, Medicines and Medical Devices Agency, National Health Insurance Company, etc.), which sets
the rate of the compensation (10-100%).




Ministerievan
Volksgezondheid
, Welzijn en

% Sport
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The Netherlands
Ministry of Health, Welfare and Sport

AUTHORIZATION/CLASSIFICATION

EMA or Medicines Evaluation Board (CBG)
« Decision on authorization and registration
* Quality, safety, efficacy (Directive 2004/27/EG or Medicines Act

M edicines Evaluation Board (CBG)
« Decision on prescription and dispensing requirements
» Directive 92/26/EEG and Medicines Act

PRICING

REIMBURSEMENT

Out patient In patient

Out patient

In patient

Phar maceutical companies
* Determine list price

Ministry of Health

» Calculation of maximum prices using external reference
pricing (Medicines Pricing Act)

* Reference basket: UK, France, Belgium and Germany

» Option to negotiate price for selected medicines

Wholesaler
» Mark up not regulated

Z-index Dutch Health Care

Publication price list Authority (NZa)

(taxe) * Determines tariff for
healthcare providers

Phar macies * Determines special tariff

to taxe-price (pharmacy orphan medicines (add-
purchase price) on)

* 6% VAT for al

medicines Hospital

* Negotiate with
pharmaceutical companies
on prices

* In some cases using
regional purchasing
groups (tenders)

 Apply for special tariff

Ministry of Health

* Final decision on reimbursement status based on formal
appraisal and advice from the Health Care Institute (ZINL)
« Option to negotiate terms of reimbursement for selected

medicines

* Option to conditionally reimburse medicines pending
additional research on effectiveness / cost effectiveness

National Health Care Institute (ZINL)
« Advice on reimbursement for all out-patient medicines
* |n some cases advice on reimbursement for in-patient

products

 Appraisal criteria: necessity, efficacy, cost-effectiveness,

feasibility.

Reimbur sement System
(GVY)

* Positive list for
reimbursed medicines

* Internal reference
pricing for therapeutic
equivalent products (set
limit)

 Co-payment: if priceis
higher than the maximum
price or the group price
(IRP)

* If registered for specific
indication or sub-set of
patients reimbursement
can be limited

* No reimbursement: most
OTC and small number of
POM

Reimbur sement system:
 Hospital budget

» Reimbursement using
DRGs

« Additional compensation
for high cost medicines
 No co-payments for
patients

* Negotiation between
health insurers and
hospital on tariff for
reimbursement

Hospital
* Individual decision on
procurement of medicines

Health insurers

» Reimbursement if
medicine is on positive list
* Generics: therapeutic
substitution, preference
policy

Health insurers

» Reimbursement if
medicine is determined to
be in line with the current
established medical
science and medical
practice
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NORWAY

Norwegian Medicines Agency (+47 22 89 77 00, post@noma.no)

Pharmaceutical pricing and reimbursement policies in the in- and out-patient sector

OUT-PATIENT SECTOR

PRICING at ex-factory level is not regulated in Norway |

PRICING

at Maxir:nu_m phz?rmaCZ

Pharmacies purchasing price an
pharmacy pharmacy mark -up scheme
level set by the NoMA
National Advisory
In consultation with Commi ttee for Drug
NoMA | Reimbursement
R Task:  Decision on the reimbursement status
Criteria: Pharmacological, medical therapeutic,
E pharmaeconomic criteria
|
M National Reimbursement Code
. Reimbur
sable Preapproved Preapproved prescription,
u medici prescription subject to particular
R nes conditions
S
E Reimburse
M ment only
E @ Individual application, approval by HELFO subject to
individual particular conditions

N basis
.

Regional Health Commissions evaluations from: Norwegian Medicines Agency

Authorities

Cooperate/align decisions on Evaluates  cost-effectiveness  of

reimbursement of costly medicines. selected in-patient medicines.

Hospital purchasing body:  Drug In consultation Hospital pharmacies, pharmacists, depart-

Procurement Cooperation (LIS) with: ments and pharmaceutical and therapeutic

committees
Task:  Tendering of medicines
Criteria: Depending on the product or on the
market situation of the medicine
Health Enterprise/hospital In consultation Pharmaceutical and
with: Therapeutic Committee

Task: Decision on use of
medicines in

specific hospitals

List of preferred products/suppliers




AUTHORISATION/
CLASSIFICATION

PRICING
at ex-factory

PRICING
at wholesale and

REIMBURSEMENT

Pharmaceutical pricing and reimbursement policies i

level

pharmacy level

DIRECCION GENERAL DE MEDICAMENTOS,
INSUMOS Y DROGAS

\¢ DIGEMID

Ministerio
e Salu

[0
Qo

PERU

New medicine

P
\@ PPRI

Pharmaceutical Pricing and
Reimbursement Information

Ministry of Health
National Medicines Authority - Direccion General de
Medicamentos Insumos y Drogas (DIGEMID)

Task: Decision on authorization and registration
Criteria: Quality, safety, efficacy (Law 29459 )

National Medicines Authority - Direccién General de
Medicamentos Insumos y Drogas (DIGEMID)

in consultation with

Task:
medicines
Criteria: Law 29459 and directives.

Decision on prescription, dispensing requirements and if a medicine fulfills the criteria of

===
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n the in- and out-patient sector

[ Pharmacology Committee ]

| The DIGEMID is also in charge of pharmacovigilance |

Wholesaler
Mark up not regulated

VAT: 18% (all kinds of medication)
exempt from customs duty medicines for cancer, HIV
and diabetes (0%)

| Medicines distributed via

VAT: 18% (all kinds of medication)
exempt from customs duty medicines for cancer, HIV and diabetes

Wholesalers

Pharmacies
Pocket pavments: 29.8% (Uninsured)

Free Mark up at wholesale level.

Free Mark up at pharmacies.
Pocket payments covered

Price negotiations

Pharmaceutical
companies

Tendering

Hospital purchasing body
(individual hospital pharmacist or joint
purchasing body) with

in

Task:

Price negotiations or tendering of
medicines increased by 25%
Criteria: Depending on the product or on the
market situation of the medicine

VIGILANCE

Hospital
pharmacy
and/or

cons.

pharmaceuti-
cal depot

Security Social

Comprehensive

Health strategies

EsSalud Health Insurance-SIS
Observatorio de Precios de Medicamentos (OPM) Task:  Free coverage in
Task: Free Task: Free coverage hospital
_ i, R coverage in in hospital Criteria: patient must be
Task: increased affordability of drugs through price transparency hospital Criteria: patient must diagnosed with
Criteria: informed consumer prices, discount brands and generic, Criteria: patient must be previously disease: HIV, TBC
location of pharmacies be contributor affiliated insur- malaria or other
to the social ance diseases of interest
security fund to public health
—
Ministry of Ministry of Health ( MINSA) Ministry of Ministry of Health ( MINSA)
Employment Employment
Task: Decision on the reimbursement status Task: Decision on the reimbursement status
Criteria: Eligibility for reimbursement; pharmacological, medical Criteria: Eligibility for reimbursement; pharmacological, medical therapeutic
therapeutic
<
Q
[
Y
3 Public hospitals which receive public
E funds
[5)
o
Use in hospitals .
Pharmaceutical
Hospital / and Therapeutic

Pocket payments

Non
reimbursable

medicines

Non reimbursable medicines

Committee in
hospital
(association)

Hospital owner association L GRS, LA

Task: Decision on use of medicines

Pharmaceutical formulary per hospital (owner)

The financing of the medicines does not depend on the inclusion in a
pharmaceutical formulary. Once included price negotiations/tendering start

No co-payments for patients
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Republic of Poland

POLAND

Pharmaceutical pricing and reimbursement policies in the in- and out-patient sector

New medicine

European Medicines Agency (EMA) OR
The Office for Registration of Medicinal Products, Medical Devices and Biocidal Prod-

AUTHORISATION/
CLASSIFICATION

Task: Decision on authorization and registration, qualification to prescription
Criteria: Quality, safety, efficacy, pharmacovigilance

Ministry of Health
The drug has to be available in Poland before the reimbursement application is submitted

Vs

Medicines/Medical devices/[FSMP applying for out- Medicines applying for out-patient reimbursement
patient reimbursement (chemotherapv or therapeutic proaram)

new clinical indication (do not reimbursed yet) reimbursed clinical indications (generic)
the same procedure for original/generic/hybrid/biosimilar product

formal evaluation

HTA evaluation (clinical and economical)

Price negotiations (Economic Commission)
product price in EU countries + EFTA countries are supporting information

IS
decision of the Minister of Health

Medicines distributed via

Wholesalers Wholesale mark-up — 5% Tendering (involving wholesalers and

Pharmacies regressive mark-up

medicines, medical devices VAT — _
8 % FSMP VAT — 5% or 8% or 23% | Maximum mark-up (5% + 8% VAT)

manufacture’s wholesalers)

Pharmacies

PRICING / REIMBURSEMENT

100% —-> medicines for specific indications (treatment of malignant tumors, psychotic disorders, mental retarda-
tion or developmental disorders, infectious diseases epidemic of the specific hazard for the population), war
veterans, medicines and FSMP used in pharmaceutical programmes, oncology chemotherapy; in-patient sector
are free of charge)

Fixed rate (app. EUR 0.75), 70%, 50% - rate depends on the disease duration (up to 30 days or more than 30
days) with correlation to the cost of treatment and the minimum wage

The Act of Reimbursement does not define the originator drug. The law defines the reimbursement INN in
specific clinical indication. In case the next drug with the same INN (the next application form) in the same
specific clinical indication is applying, its manufacturer is obliged to propose a price decrease of at least
25% in comparison to the first drug.

After the expiry of the period of market exclusivity, the official price must be reduced by at least 25%.

The pricing procedures is only for reimbursement products.

Medicine do not available in Poland, and without authorization and registration

Application for individual access made by doctor/regional/national consultant — decision
during 30 days
Application for individual reimbursement made by patients — decision during 30 days

Ministry of Health, Katarzyna Kurek (+48 22 63 49 377, k.kurek@mz.gov.pl)
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Reimbursement Information
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Caldeira, Sénia (sonia.caldeira@infarmed.pt); Santos, Claudia (claudia.santos@infarmed.pt);
Furtado, Claudia (claudia.furtado@infarmed.pt); Ramos, Ricardo (ricardo.ramos@infarmed.pt)
INFARMED - National Authority of Medicines and Health Products, I.P.
3rd international PPRI Conference, 12 - 13 October 2015, Vienna

Pharmaceutical pricing and reimbursement policies in the in- and out-patient sector

‘ Applied only to Public hospitals ‘
POM (except HOM) + OTC not POM to be purchased by hospitals + OTC
OTC reimbursed reimbursed
| | | |
National medicines agency (NFARMED) ‘ Pharmaceutical Shared Services of Ministry of INFARMED ‘
companies Health (SPMS)
Task: Retail price of medicines; annual review of prices; Task: Establish OTC price Task: Public Procurement Task: Setting a maximum price
exceptional revision of prices Criteria: European Directives Criteria: Decree-Law n.2 97/2015, 1%t
Criteria: Decree-Law n.2 97/2015, 1%t June; Ordinance n.2 Criteria: Decree-Law n.2 2004/17/CE and 2004/18/CE June; Ordinance n.2 195-C/2015, 30t
195-C/2015, 30t June 134/2005, 16t August Price is an important decision June
External Price Referencing (medium prices SP, FR,SI) l factor
4
o o
o GENERICS PARALLEL I
'i?tema'. Reference Pricing TRADE Hospital purchasing body (individual hospital or group of hospitals)
Lz <5% PRP of the
*<=50% reference medicine price; If ex-factory tErsEEE Task: Price negotiations
z:flfc:renife arefﬁ;zr}zezs‘;nedmme <lEs, e medicines’ and Criteria: Price must be lower or equal to the one established by INFARMED or
1 : essential similar SPMS (public procurement).
Other generics: arcafeines
oPrice of the reference medicine 2 years
before the request of price for the 1%t generic i Negotiations
Public Retail Price (PRP) = ex-factory price + Wholesaler and In general: Hospital price = ex-factory price + VAT (6%)
Regressive Wholesaler and Pharmacy margins (fixed and %) by | | pharmacy margins (Margins are not relevant, unless products are bought from wholesaler or
price ranges + are not regulated community pharmacy)
Special Tax earmarketed for INFARMED + VAT (6%)
VAT (6%)
NATIONAL HEALTH TECHNOLOGY ASSESSMENT SYSTEM (SiNATS)
-Technology: Medicines + Medical Devices + Other Technologies EVALUATION EX-ANTE ¥ DECISION/CONTRACT EVALUATION EX-POST
-Assessment:
a) Relative Effectiveness (Added Therapeutic Value) o~
b) Cost-Effectiveness (Economic Value) S = [rv—
= c) Other dimensions of the technology value (including affordability) e
|J\|7\TS P R e
a) Price I ﬂ couminon erstneno
b) Financing/reimbursement Aaaiona Vonttoing
c) Control and cost limitation weDIcaL pEvices Commitee (cATS)
d) Risk sharing = B [ [ o= ]
e) Additional monitoring of use e,
-Re-assessment of technologies on the market (ex-post evaluation) — New paradigm L@—/\ ~/
-Participation in the European HTA system Mmmu:“‘:"i"isma“ Figure 1 — SiNATS — A System of Health Technology Assessment to Portugal (1!
Ministry of Health or INFARMED (currently power delegation on generics, biosimilars Ministry of Health through ACSS (Central Administration of the Health System)
and reimbursement delist) and Regional Health Administrations
Task: Reimbursement of medicines; reassessment; exclusion and sunset clause
L . N Task: Financing hospital level of activity , including use of medicines, through
Criteria: Decree-Law n.2 97/2015, 1* June; Ordinance n.2 195-A/2015, 30" June Diagnosis-related Groups (DRG). There’s a National Formulary with guidelines for the
rational use of medicines taking HTA into account and covering both outpatient and
inpatient
e Special financing of medicines to HIV/ HCV treatment.
[ General Scheme SPECIfIC Scheme o | Criteria: Medicines and medical procedures to HIV patients
. . " | are subsidized according to the predicted the number of
Z 4 levels reimbursement : new HIV patients/ Central financing for HCV treatment
L A(90%); B (69%);
E C(37%); D (15%) Medicines for specific conditions and dispensed in hospitals
A amn | toout-patient with no co-payment
# Population Dlvsease SpemﬁF »| Criteria: medicines reimbursed at 100% for hospital only
o Group Specific Defined patholf)gles dispensing
S Sl e.g. HI\(, Alzheimer
o reimbursement disease -
Product Specific (15%)for — - —
E d h . ! Chronic Kidney disease (comprehensive price)
Based on therapeutic pensioners
I.I_.I classification
o
Generics Internal Pricing Referencing Biosimilars ‘ USEINHOSEHALS ‘
From the 5" generic reimbursed, Reference price — average of 5 lowest Price <=80% — = [ National Formulary ]
price <5% of the PRP whose PRP at the market (including non- biologic medicine
generic application is valid, generics) in each Homogeneous reference price
regardless its decision Group (HG); in consultation with
Reimbursement —
<5% of the lowest generic price, with Hospital/ Hospital Pharmacy/ Pharmaceutical and Therapeutic
at least 5% of market share, in each Committee
HG
O U T I N - Task: Decision on use of medicines in the hospital
Criteria: Ministerial Dispatch n.2 1083/2004

11 Martins, J; Rodrigues, J; Antunes, M; Ferrador, F; Ramos, |; Ramos, R; Santos, C; Caldeira, S; Castro, J;
Arriegas, M; Dias Almeida, P; Mota-Filipe, H; Castro Alves, E; "SiNATS - Criar o Futuro”, (2014). PATI E NT
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RUSSIA
National Research Institution for Public Health, Moscow, Russia
+7- 495-917-48-86
institute@niph.ru

New medicine

Pricing and
the control of price

4
(
Division of Registration —_— Federal Budget Scientific Centre of
) Expertise for Medicine

Task: Decision on authorization and registratiomidry of Health

Criteria: Quality, safety, efficacy

Division of Pricing for Medicines from the List &fital and Essential Drugs,
Ministry of Health

Task: limiting the definition of wholesale priceslculation of

the weighted average pr
IN-PATIENTS

OUT-PATIENT

All medicines from

Out of pocket medicines | | Federal and Regional programs | Hospital's Formularies,
of Drug’s supply based on the List of Vital
l and Essential Drugs

Wholesale and Pharmacy

Free pricing based on market
analysis. Linear remuneration Tenderining on regional or local level (for the pitals)

Regressive remuneration

VAT: 18% for most medicines, 10- for some of them (medicines mad: the pharmacy

Reforms: implementation the referent pricing fordioaes from the List of Vital and Essential Drugs
Limiting prices for generics and reproduced biotsgi

Reimbursment

OUT-PATIENT IN-PATIENT

100 % reim. - for medicines from positive list for
Federal (“7 the most expensive nosology”, tubersislo
HIV, vaccines according to National immunization
schedule) or Regional State Programs (oncology, 34
rare diseases, rheumatoid arthritis)
100 % reim. - for some vulnerable groups (disabled
children till 18 years, adults with disability ofjroup).

100 % reim. for all medicines from
the Hospital's Formularies
for all patients in the State
Hospitals

Co-payment50% for some vulnerable groups
(unemployed adults with disability of Il and Ili@ups);
13% - for all working citizens or their children other

direct relatives from the positive list

Reforms: preferential financing the programs ofgdsisupply at the regional level
Creation the registers of patients with rare dissas
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SLOVENIA 2015

Health Insurance Institute of Slovenia

Pharmaceutical pricing and reimbursement policies in the in- and out-patient sector

Responsible institution: Agency for Medicinal Products and Medical Devices
Legal basis:

. Medicinal Products Act

. Rules on price setting for medicinal products for human use

9
Z Maximum allowed prices are set for prescription medicinal products (originators and generics), financed or intending for financing
O from public funds - List of highest recognised values
g External reference pricing system
. Reference countries: Austria, France, Germany, ex-factory prices for calculations
. Price setting (comparison originator, generic)
. Price structure: ex-factory price + wholesale margin + pharmacy fee + VAT
. Setting of higher prices (exceptionally)
E Responsible institution Health Insurance Institute of Slovenia
I Legal basis:
= U Health Care and Health Insurance Act
% . Rules of classification of medicinal products for human use on the list
@©
5 Reimbursement criteria: Public health priorities, Clinical criteria, Therapeutic value, Relative effectiveness, Economic
S criteria, Pharmacoeconomic analysis, Budget impact analysis, Ethical criteria (orphans), Data and evaluations from reference
w sources
o Reimbursement committee
Measures for all drugs
Internal reference pricing system for interchangeable drugs (ATC 5) since 2003
Reference pricing for therapeutic drug groups (clusters, ATC 4 or 3) since 2013
Pricing and managed entry agreements: discounts (reduction of price), rebates (material discount), price-volume agreements, pay-
back agreements, performance-based (outcome-based) agreements
o Prescribing restrictions
Z Prescription drugs
©) Positive list: 100 % or 70 % covered by compulsory Hl, the rest is paid by voluntary co-insurance or by patient,
<Z( 1.799 medicines (458 INN)
=z Intermediate list: 10 % covered by compulsory HI, the rest is paid by voluntary co-insurance or by patient,
L 933 medicines (198 INN)

Exceptions: vulnerable groups (children, young people in education, and patients with certain diseases): 100 % reimbursement for
positive list; for socially vulnerable people the voluntary co-insurance is paid by the government.

Ampulated drugs

List B (91 expensive medicines separately paid to hospitals for treatment for in-patients, most of them ATC B or L)

List A (30 medicines separately paid to all providers for out-patients including home treatment)
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Health Technology assessment

. There is no HTA body

. The pharmacoeconomic analysis and budget impact analysis have to be included in the application dossier for reimbursement
for the drugs with the planned budget impact of 500.000 EUR in the first 3 years

. The explicit Incremental Cost-Effectiveness Ratio (ICER) threshold is set at 25 000 EUR/QALY (1.5 GDP/capita)

Approaches for rational prescribing

. In 2011, a project on the quality of prescribing by general practitioners was initiated - a set of 8 quality indicators has been
made available on the ZZZS web site
. In 2012, a project “Pharmacotherapy groups and clinical pharmacist — consultant” was introduced by ZZZS:

- The clinical pharmacist consultant has a weekly afternoon practice in the Community Health Center for the admission of
patients, for the review of therapies, and for patient counseling.

- Once a month, the pharmacist's clinic takes place in homes for the elderly.

- Regular meetings are held every second month for sharing expertise and experiences. In particular, these meetings focus
on specific drug groups and polypharmacy study case reports prepared by the Pharmacotherapy groups, which consist of
up to 15 physicians and 1 clinical pharmacist consultant.

. For physicians and pharmacists, on-line access to the data about the drugs dispensed to each individual person has been

established. An e-prescription system for primary health care providers is planned for the year 2015.

. Audits focused mostly on prescribing restrictions

. Education (polypharmacy, antibiotics, etc.)

Pharmacies:

. A fee is paid to pharmacies for their services.

. Maximum duration of repeat dispensing is 3 months for the maximum quantity of the drug and 1 year in total. However, all
drugs with the price of more than 150 Euro per pack have to be issued monthly.
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National Department of Health
Civitas Building
Cnr. Thabo Sehume Street and Struben Street

Pretoria, Gauteng

The nharmaceutical svstem in South Africa in the in- and out-patient orivate sector

Pricing policiesfor medicines

Health care in South Africa varies from the mostib@rimary health care, offered free by the statdighly specialized, hi-tech
health services available in the both the publit private sector. The State contributes about 4D& expenditure on health and
is under pressure to deliver services to about 808te population. The middle class minority SoAfticans that utilize private
sector services contribute monthly premiums to weddiid schemes of their choice. These schemes asriunders of the private
sector health system. The National Drug Policy, Miees and Related Substances Act, Pharmacy Adittiéct, and Pricing
Regulations contain regulatory measures which obttie sale of medicines in South Africa. Pharntacsd qualified dispensing
practitioners can dispense any medicine that istexgd in South Africa. Pharmacist’s assistanslen the supervision of a
pharmacist are allowed to dispense over the coumgglicines. Nurses at clinics, usually in rurabarare allowed to dispense up
schedule 4 medicines. after aettina permission filoenSouth African Pharmacv Council and the Nur€ioancil.

Private sector pricing of medicines: The Single Exit Price (SEP) is the selling pficeevery medicine registered for human use anelisal
private sector facilities. The SEP should nevengeauntil the medicine reaches the dispensing gognpharmacy or dispensing doctor
facility. Dispensing fees are allowed to be addedop of the SEP for purposes of remunerating disees for their service.

Previous SEP Adjustments

2004- 2007 —»5.21% 2009 13.29 2012 2.14% 2014—»5.82% I
2008—6.5% HGIHO—= 7S Recent SEP
. 2011— 0% 2013—5.80% Adjustments
> 2015 —»7.5%

Single Exit prices (SEP) only change after appravabught and granted by the National Departmehiealth. SEPs are made available to
everyone at no cost. No rebates, discounts or fiveeschemes are allowed in South Africa. SEP resiare determined and announced by
the Minister of Health annuallfPublic sector pricing of medicines: The bulk of public health-sector funding comesmirNational Treasury
with some patients only charged a small fee atgefacilities. Medicines for supply to State (gowaent/ public) facilities are procured on
tender. The National department of Health enstlna@scontracts are secured with successful bidgéra maceutical manufacturers). Agreed
upon medicine prices are communicated to respeoffi@als responsible for pharmaceuticals in tireerSouth African provinces.

Wholesale mark-ups/L ogisticsfees: Manufacturers and logistics service providers atderred to as wholesalers and distributors
negotiate for the logistics fee. A contract shdwddn place for such agreements. A manufacturerusayas many logistics service
providers as they wish which means different laggsservice providers may be paid different feesheysame manufacture depending on
the outcome of the negotiation and level of servide logistics fee is expressed as a percentatfe@x manufacturer price.

Pharmacy mark-ups/Dispensing Fee :DF

[ Dispensini fees are reulated aa maximum antheycan be discounted by the dispen ]

Dispensing pharmacists and other licensed dispgmsofessionals are allowed to charge a disperismgn top of the SEP. Dispensing
fees for pharmacists have four tiers (See Tab&nil)non pharmacists dispensing fees differ (Sde BbDispensing fees are set as
maximum fees. The dispensing fee paid by the comsisrdependent on the price of the medicinehe SEP (See tables below). The
pharmacy mark up or dispensing fee is the only markllowed on the price that leaves the manufacsite, regardless of which
wholesaler transported the medicine (s) to themphay or any retailer. 1 USD = 13.36 ZAR (October 2015)

Pricing in the out-patient sector

Ul Table 1: CURRENT PHARMACISTS DF DISPENSING FEE Table 2: CURRENT NON-PHARMACIST D.F.
SEP BANDS % Rand Value
Tier 1 TIERS
RO - R90.51 46% 7.44 DISPENSING FEE
Tier 2
R90.52 - R241.41 33% 19.86 SEP BANDS % Rand Value
Tier 3 Tier
R241.42 - R844.95 15% 63.19 1 RO - R112 30% 0.00
Tier 4 Tier
R844.96+ 5% 149.91 2 > R112 + 0% | 33.60




VAT

In South Africa, Vat is 14% for all commodities inding medicines. Tax incentives given to the phaemntical industry are within the domain of the
Department of Trade and Industry. These arrangevagtnot part of the Department of Health’s mamdatl therefore not covered in the Department of
Health legislation. Department of Health policies mainly supportive and protective of the consumer

Reforms

Guidelines on Phar macoeconomic Assessment of highly priced medicines especially new entitiere published in February 2013. Compliance with t
guidelines is voluntary. The Department of Heatttends to make these guidelimeandatory.

Inter national Benchmarking: South Africa has chosen Spain, New Zealand, AliafrSouth Africa and Canada as benchmark cosntrie

Private

Public

Co-payments

Appx 9000 §
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Copayments are charged to medical aid
SEP items, .
are listed for scheme members that do not comply with
use in the their scheme rules when purchasing
private sector .. .
market medicines. PMB rules determine the nature

of the rules for compliance.
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Reference s o g( The medical aid scheme option chosen by
Rlce 3¢9 the patient also determines the extent of the
system §c3
. 65 copayment.
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Tender
price
system

SEP basedIBM

Pricing policies for medicines

Implementation of pricing policies is similar fdret in-patient sector
and out-patient sector, as described above foprilvate sector.
Affordability determines the amount paid by patgeint the public
sector. Some patient categories do not pay fottiheatvices in the
public sector e.g. geriatrics, children under 5 smhe psychiatric
patients. mothers, psychiatric patients and the
Wholesale mark-ups

The determination of whole sale mark-ups is noedelent on
whether medicines are for in-patient or out-patEettor. Agreements  charge at public institutions.
between service providers of logistical services mmanufacturers
determine the different levels of wholesale mark-(neferred to as
the Logistics Fee in the private sector).

Phar macy mark-ups between State and private facilities, free
Efficiency in service provision and pricing levelgfer significantly
between private and private facilities. Otherwtse $ame principles
apply to in-patient and out-patient sectors in lbthstate and private in private facilities
facilities.

VAT

14% as described above.

Reforms

International Benchmarking & Pharmaco economic Asgents

M echanismsfor vulnerable groups

Children under five years, pregnant

elderly are offered healthcare free of

Where public private partnerships exist

services e.g. vaccination etc. are offered

.Pricing in the in-patient sector Reimbursement in the out-patient sector
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Dental and Pharmaceutical Benefits Agency (TLV)

@ rer

Pharmaceutical Pricing and
Reimbursement Information

Pharmaceutical pricing and reimbursement policies

OUT-PATIENT

Pricing of pharmaceuticals in the benefit scheme
66% of sales are within the benefits scheme (TLV; 2014). Companies apply to TLV
@ W9 in order to enter a product into the reimbursement scheme. By using the Value
Based Pricing method, TLV determines whether the pharmaceutical, at a given
price and effect, is cost-efficient and can be reimbursed. TLV decides both the
pharmacy purchasing and retail price. Recently, TLV proposed a revised construction of the
pharmacy margin, to better fit a changing market with increasing volume of high-cost
pharmaceuticals. TLV decides neither ex-factory price, nor the wholesalers’ margin.
Pricing policies for reimbursed pharmaceuticals
High cost pharmaceuticals. A new form of collaboration between county councils,
pharmaceutical companies and TLV has been developed to establish national
%ﬁ recommendations and a plan for coherent introduction of new high-cost
)
/4

pharmaceuticals. A result of this collaboration may lead to a risk sharing agreement
between the county councils and the pharmaceutical companies.

IN-PATIENT

Pricing in the hospital sector

18% of pharmaceutical
sales are made in the

hospital sector.

Pharmaceuticals
in the hospital
sector are paid
by 21 county
councils
providing
healthcare. The
county councils
are responsible
for the purchase

Pharmaceuticals subject to competition. A tender auction system is applied to of

determine the available product at the lowest price for off-patent and pharmaceuticals.
% interchangeable pharmaceuticals. The winning product in each group is the The county
= preferred product the following month. More than half of all dispensed packages councils are
O are part of the system, and constitute one fifth of total expenditure for the allowed to form
g benefit scheme. partngrships and

negotiate prices

Pharmaceuticals not subject to competition and older than 15 years are individually, or in

imposed with a price reduction of 7.5%. This reduction was optional during 2014; clusters.

however, as of 2015 it is enacted by law.

Drug and Therapeutic Committees
A Pharmaceutical reviews. Reviews of pharmaceuticals approved for the benefit within county councils act as
scheme are performed by TLV in therapeutic areas where there is reason to advisory boards concerning the
V question whether the pharmaceuticals still provide sufficient cost-efficient use. use, efficiency and cost of
pharmaceuticals.
Pricing of pharmaceuticals not included in the benefit scheme There is no VAT imposed on
. 15% of sales are out-patient pharmaceuticals outside the benefit scheme, such as pharmaceuticals and medical
S OTC (11%) and non-reimbursed Rx (4%). The price setting is unrestricted. The devices purchased by the county
7% companies decide ex-factory price, the wholesaler decides the price to pharmacies = councils.
and pharmacies set the retail price.
T The standard VAT rate is 25%, and is applied to both OTC-pharmaceuticals and

medical devices. There is no VAT on prescribed pharmaceuticals.

For pharmaceuticals included in the benefit scheme, the patient and the state An adult patient pays a fee when
= /‘ \ share the costs of the pharmaceuticals. During a 12-month period, a patient pays visiting a hospital or primary care
E ~ = =l the full amount of pharmaceuticals up to SEK 1 100 (€120). After paying SEK 2 200 | center. The maximum fee per
S = (€240), the patient is fully subsidized. Between SEK 1 100 and SEK 2 200, the patient is SEK 1 100 (€120) per
L patient is subsidized 50%, 75% or 90%, depending on the accumulated costs. year. Should the amount exceed
K SEK 1 100 (€120) during said
) . Insulin, pharmaceuticals prescribed for preventing contamination of certain period, the health care is fully
o p‘;fmcgr;t communicable diseases (i.e. HIV), and pharmaceuticals for persons lacking subsidized. Patients pay a fixed fee
= perception of their own state of illness, are always subsidized at 100%. There is a for the medical appointment and no
H:J government proposal to offer children fully subsidized pharmaceuticals within the co-payment is required for

benefit scheme. At present time, children are included in the same benefit scheme
as adults.

pharmaceuticals used during a
hospital stay.

TLV September 2015, www.tlv.se, +46-8-568 420 50. Contact: Peter Skidld; peter.skiold@tlv.se
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Switzerland

New medicine

Pharmaceutical pricing and reimbursement policies in the in- and out-patient sector

Swiss Agency Swissmedic

Task: Decision on authorization and registration
Criteria: Quality, safety, efficacy

in consultation with

Swiss Agency Swissmedic

The Swiss Agency of Therapeutic Products is also in charge of pharmacovigilance

Federal Office of Public in cons.

Health (FOPH) ity

Statutory pricing

Task: Price setting for medicines applying for inclusion in the positive list (SL)

in the out-patient sector.

Criteria: External price referencing, internal price referencing (Therapeutic cross-
comparison), weighting of EPR/IPR 2/3:1/3

| Medicines distributed via

Wholesalers Maximum regressive wholesale/ pharmacy mark-up
scheme set by FOPH

Joint mark-up for wholesale and pharmacy (plus fee for

Statutory ' A
pricing service remuneration for pharmacy).

For prescription-only medicines up to an ex-factory
price of 880 francs a surcharge of 12% is imposed, for
more expensive medicines the surcharge is 7%. In

Statutory addition, a price-related surcharge is levied for every

pack. For reimbursable OTC medicines a surcharge
of 80% is imposed without a surcharge per pack.

pricing

VAT: reduced 2.5%

FOPH in cons. with

Task: Decision on the reimbursement status
Criteria: efficacy, suitability and cost-effectiveness

Positive list (specialties list):

Contains all reimbursable drugs

Reimbursement 90% - 100% of the formulary list price (retail prices)
accepted.

Health insurer pays a share of the maximum price listed according to
the deductible.

About 3000 medicines are included, more than 92% prescription-only
medicines. OTC products also reimbursable.

FOPH is analysing the Impact of a reference pricing system for
generics.

Deductible: The patient chooses a deductible according to which the
level of monthly premiums is calculated. The higher the deductible, the
lower the premium. Only when this is exceeded does the health insurer
pay, although the insured person still has to pay 10% of costs up to a
maximum of 700 francs himself.

VIGILANCE

free pricing

Price negotiations

Statutory margins are not relevant.

Task: Definition and assessment of DRG groups, calculation of cost weights
for each category
Criteria: Pharmacological, medical therapeutic, pharmacoeconomic criteria

Hospital purchasing body
(individual hospital pharmacist or joint purchasing body)

Task: Price negotiations (Baserate) between hospitals and insurers within

each canton, approval by cantonal governments

Criteria: economic criteria

The costs of drugs, as well as diagnostic and therapeutic services used in in-
patient settings are included in the tariff. There are supplementary payments for
e.g. high costs medicines. 45% of costs are covered by mandatory insurance

and 55% by the cantons.
Use in hospitals

Hospital in cons. with

Decision on use of
medicines

Task:

Pharmaceutical formulary per hospital (owner)
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TURKEY

Turkish Medicines and Medical Devices Agency, Ministry of Health

Engin DOGAN, MSc (engin.dogan@titck.gov.tr)

Pharmaceutical pricing and reimbursement policies in the in- and out-patient sector

Pricing in the out-patient sector

Pricing policies for medicines

Ex-factory prices for all pharmaceuticals. MoH is the only
authorized body to determine on maximum price of pharma-
ceuticals. External reference pricing system is used. 5
reference countries (France, Greece, Italy, Portugal, and
Spain). For original products, reference countries, importing
and exporting countries are considered. Lowest price of these
countries is the reference ex-factory price.

Wholesale remuneration (e.g. margins)

Statutorily regressive mark-ups for all pharmaceuticals.
Changing from 9% to 2%.

Pharmacy remuneration (e.q. margins)

Statutorily regressive mark-ups for all pharmaceuticals.
Changing from 25% t010%.

VAT

8% VAT for all pharmaceuticals.

Reforms — if applicable

A new Council of Ministers’ Decree dated July 10, 2015 for
pricing of pharmaceuticals was announced, and a new euro-
exchange rate was implemented.

Pricing in the in-patient sector

Pricing policies for medicines

All pharmaceuticals can be used in hospitals. So pricing
procedure is same as out-patient sector. Hospital prices are
either the ex-factory prices or wholesale prices, but purchas-
ing prices for hospitals may be different. Four ways of
purchasing medicines for hospitals:

Open tendering, Tendering among predetermined competi-
tors (procurement by invitation), Bargaining Negotiations,
Direct purchase.

Wholesale remuneration - if appl. in the in-patient sector
Same as out-patient sector.

Pharmacy remuneration - if appl. in the in-patient sector
There isn’t any pharmacy remuneration.

VAT - if applicable

Same as out-patient sector.

Reimbursement in the out-patient sector

Positive / negative list

There is a positive list for out-patient medicines. The list dated June 5,
2015 contains 8382 pharmaceuticals to be reimbursed.
Reimbursement price:

The reimbursement price is different from the pharmacy retail price.
Companies have to give mandatory discounts to Social Security
Institution (SSI). It changes from 20% to 41% for original products, and
20% to 28% for generics.

Co-payment

There is a 10% co-payment for retired members of the SSI and their
dependents and 20% co-payment for active workers and their
dependents of the total amount of prescription. Also, there is an
additional 3 TL (€ 0.88) payment per prescription up to 3 boxes of
medicines and 1 TL (€ 0.29) for each extra box of medicine.
Mechanisms for vulnerable groups

An exemption list for chronic diseases.

Reforms — if applicable

In March 2015, Commission of Medical and Economical Assessment
has been established by Social Security Institution (SSI) to assess
imported medicines for reimbursement decisions. These medicines
don’t have marketing authorization in Turkey. They are imported from
other countries on a patient by patient basis after getting permission
from Ministry of Health. If a medicine is on the Imported Medicine List
of SSI, they are reimbursed for each patient. The sub-commission will
make recommendations to upper-commission (Pricing Commission of
Health Services) for reimbursement decisions.

Reimbursement in the in-patient sector

Reimbursement of medicines

way of hospital funding / included in the hospital
remuneration etc.

Hospital formularies

Each hospital has its own hospital formularies and procures
the medicines. Other than out-patient medicines list, there is
also hospital-only-medicines list for reimbursement. Both lists
are used in hospitals.

Co-payment in hospitals

There aren’t any co-payments for in-patients.

Mechanisms for vulnerable groups — if applicable

Same as out-patient sector.

Reforms — if applicable

SSI has started to reimburse chemotherapy medicines only in
hospital since July 1, 2015.

Reimbursement Information
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PHARMACEUTICAL SYSTEM OF UKRAINE

Ministry of Health of Ukraine
State Expert Centre of the MoH

State Administration of Ukraine on
Medicinal products

Decision on authorization and registration

post-marketing quality control of

free of charge for the following diseases (totally — 34):
. Oncology
. Hematological diseases
. Diabetes (mellitus and insipidus)

Rheumatism

Rheumatoid arthritis

Syphilis

Tuberculosis

AIDS

etc.

=z Development of the national list of Essential medicines (215 INN), List of medicines; licensing, GMP certification of
) the Medicines which are purchased for the means of the state and local manufacturers, licensing of pharmacies
= budgets.
2} Maintenance if the List of the registered Medicines
x List of the ex-factory prices
E Price monitoring
=) Vigilance
<
Medicines necessary for antiterrorist operation may be imported without
authorization in Ukraine
Ministry of Health of Ukraine State Inspection on Prices:
- Ministry of Economics of Ukraine
O] § Customs fee 5 % (temporary measure, will be canceled since 2016) Price control
% 33 VAT 7%
o : KT Pricing is regulated only on Medicines which are purchased for the means
@ of the state and local budgets (over 1000 INN)
5
OUT-PATIENT SECTOR IN-PATIENT SECTOR
Wholesalers Pharmacies Medicines which are purchased for the
ko) Maximum wholesale markups for Retail markups are regulated for means of the state and local budgets:
? Essential Medicines (215 INN): Essential Medicines (215 INN) TENDER Procedure
- Maximum distribution price markup Maximum retail markup 25 % 12 state programmes:
5 10 % HIV/AIDS
E Tuberculosis
o0f Oncology
Zao Transplantation
O o .
T5 Orphan diseases
) etc.
3
< Procurements by international
8 organization (WHO, UNICEF) — HIV/AIDS,
E Tb, vaccines — planned since 2015
©
Reference pricing is suspended since
01/07/2015
OUT-PATIENT SECTOR IN-PATIENT SECTOR
Groups of patients to whom the medicines are dispensed free of Pilot project on reimbursement of
charge: insulins — since 01/01/2016
1. veterans of the World War Il All registered insulins (8 INNs = 110
2. veterans of labour branded names).
3. Chernobyl cleanup veterans Reimbursement price = reference price
4. retired collective farmers, workers, public servants (the procedure of reference price
5. children under 3 years calculation will be developed by
6. disabled children under 16 years 01/12/2015)
7. children under 18 years, who in 1988 had an illness on chemical
inoxicative alopecia in Chernivtsi
= 8. adolescent girls and women with contraindication of pregnanc
o Groups of patients to whom the medicines are dispensed at half-price:
qE,) 1. disabled people of the | or Il groups
g 2. children 3-6 years
2 3. rehabilitated victims of the political repressions
E 4. honorary donors of Ukraine or USSR
& Medicines for the treatment in the out-patient sector are dispenced
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Pharmaceutical pricing and reimbursement policies in the in- and out-patient sector

Pricing policies for medicines

Maximum prices (manufacturer price/reimbursement price/NHS list price) of branded
medicines are set in line with requirements of the voluntary Pharmaceutical Price
Regulation Scheme (PPRS) or statutory regulations (the Health Service Branded
Medicines (Control of Prices and Supply of Information)(No.2) Regulations 2008 and
the Health Service Medicines (Information Relating to Sales of Branded Medicines
etc.) Regulations 2007). Manufacturers are required to seek agreement on the
proposed maximum price from the Department of Health prior to launch. Products
containing a New Active Substance have freedom of pricing.

The 2014 PPRS operates until the end of 2018 through a cap on the vast majority of
National Health Service spend on branded medicines. For any expenditure above
the agreed level, companies in the PPRS make quarterly percentage payments to
the Department of Health on their net sales. Companies which are not members of
the voluntary scheme are subject to statutory regulations and are required to apply a
15% price cut to products that were on the market on 1 December 2013.

The prices of generic medicines are set by the market. Generic manufacturers have
freedom of pricing subject to a maximum of the reference product at the point of
patent expiry. Part VIII of the Drug Tariff lists the reimbursement price of many
generic drugs in the community.

Wholesale remuneration

The reimbursement price includes margins for the wholesaler and pharmacist. These
are not fixed, so it is not possible to derive the ex-factory price. Historically, the
margin for branded medicines was nominally 12.5% off the NHS list price but, in
practice, it varied as it was negotiated between the manufacturer and wholesaler.
Changes to the way medicines are distributed e.g. Direct to Pharmacy (DTP)
schemes or a restricted number of wholesalers mean that this average figure is no
longer accurate for many medicines. In addition, Part Il of the Drug Tariff lists
medicines for which a discount is not deducted when reimbursing pharmacy
contractors.

Pharmacy remuneration

Most new medicines are granted automatic full reimbursement following market
authorisation and pricing approval. In the community, any product may be prescribed
for a patient and it will be reimbursed on the NHS except for a small number on a
negative list - Part XVIIIA of the Drug Tariff.

VAT

The NHS list price excludes VAT. Medicines supplied to hospitals and community
pharmacies are subject to VAT at the standard rate (20%). Medicines dispensed by a
community pharmacist against a prescription are zero-rated for VAT (which means
that the patient pays no VAT and the pharmacy can recover the VAT paid when
buying the medicines). Sales of over-the-counter (OTC) medicines are also subject
to VAT at the standard rate.

Reforms

The Department of Health is currently running a 12-week public consultation on
proposals to reform the statutory scheme regulations. More details on the
Department’s proposals can be found at:
https://www.gov.uk/government/consultations/pricing-of-branded-health-service-
medicines

Positive / negative list

There is no positive list. Most new medicines are granted automatic full
reimbursement _following market authorisation and pricing approval. In the community,
any product may be prescribed for a patient and it will be reimbursed on the NHS
except for a small number on a negative list (Part XVIIIA of the Drug Tariff).

Reference price system
The UK does not operate reference pricing.

Co-payment
From 1 April 2015 the prescription charge in England increased to £8.20 per item.
Prescription charges do not currently apply in Wales, Scotland and Northern Ireland.

Mechanisms for vulnerable groups

No charges are paid by children under 16 (or full time students under 19), pregnant
women, people aged 60 or over, people with certain medical conditions or people on
low incomes.  Overall, about 90% of prescription items are dispensed free. Those
people who do pay charges and who need prescriptions regularly may buy a pre-
payment certificate, which entitles them to free prescriptions for a fixed period. The
cost of the pre-payment certificate is £29.10 for a 3-month and £104.00 for an annual
certificate.

Pricing policies for medicines

As in the outpatient sector, maximum prices of branded medicines are set
in line with requirements of the voluntary Pharmaceutical Price Regulation
Scheme (PPRS) or statutory scheme. In addition, companies that are
members of the PPRS have the option to propose a patient access scheme
(PAS) in the context of a NICE appraisal of a medicine. A PAS is an
arrangement agreed between the Department of Health (with input from
NICE) and a company to improve the cost-effectiveness of a medicine without
affecting the agreed maximum (list) price. There are a number of different
types of PAS, but the most common and preferred model is a discount
scheme.

Wholesale remuneration
Not applicable.

Pharmacy remuneration
Costs of medicines for in-patients are covered by a tariff price, which includes
an element for medicines.

VAT
The NHS list price excludes VAT. Medicines supplied to hospitals are subject
to VAT at the standard rate (20%).

Reforms

The Department of Health is currently running a 12-week public consultation
on proposals to reform the statutory scheme regulations. More details on the
Department’s proposals can be found at:
https://www.gov.uk/government/consultations/pricing-of-branded-health-
service-medicines

Reimbursement of medicines
Most new medicines are granted automatic full reimbursement following market
authorisation and approval of the NHS list price by the Department of Health.

Hospital formularies

Formularies have been in place in the majority of NHS hospitals for many years,
sometimes shared arrangements are in place. Each hospital will normally have their
own formulary of active substances, and as a result, the formal and number of items
on each list will vary significantly — as a minimum medicines approved by NICE are
on this list. Generic substitution is normally practised with these lists, with the
exception of products with narrow therapeutic indices and variable bioavailability.
The formularies are continually updated, and depending on hospital policy, are
overhauled every 1 to 2 years.

Co-payment in hospitals
Not applicable.

Mechanisms for vulnerable groups
Not applicable.

Reforms

In June 2014, the Health Secretary appointed Lord Carter to chair the NHS
Procurement and Efficiency Board. In June 2015, the Department of Health
published Lord Carter’s independent, interim report which, among other areas,
made recommendations for efficiencies in hospital pharmacy and medicines
optimisation. Lord Carter’s report is available at:
https://www.gov.uk/government/uploads/system/uploads/attachment data/file/4342
02/carter-interim-report.pdf



mailto:cathleen.schulte@dh.gsi.gov.uk
https://www.gov.uk/government/consultations/pricing-of-branded-health-service-medicines
https://www.gov.uk/government/consultations/pricing-of-branded-health-service-medicines
https://www.gov.uk/government/consultations/pricing-of-branded-health-service-medicines
https://www.gov.uk/government/consultations/pricing-of-branded-health-service-medicines
https://www.gov.uk/government/consultations/pricing-of-branded-health-service-medicines
https://www.gov.uk/government/consultations/pricing-of-branded-health-service-medicines
https://www.gov.uk/government/consultations/pricing-of-branded-health-service-medicines
https://www.gov.uk/government/consultations/pricing-of-branded-health-service-medicines
https://www.gov.uk/government/consultations/pricing-of-branded-health-service-medicines
https://www.gov.uk/government/consultations/pricing-of-branded-health-service-medicines
https://www.gov.uk/government/consultations/pricing-of-branded-health-service-medicines
https://www.gov.uk/government/consultations/pricing-of-branded-health-service-medicines
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/434202/carter-interim-report.pdf
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/434202/carter-interim-report.pdf
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/434202/carter-interim-report.pdf
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/434202/carter-interim-report.pdf
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/434202/carter-interim-report.pdf
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/434202/carter-interim-report.pdf
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/434202/carter-interim-report.pdf

