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Formulation of national medicines policies worldwide, 1999

1 = MMP cRicial within 10 years (7] & }
W I = MMP cRicial = 10 years 1] /
70 3 = Ceaft NMP {36)
B 4 = NoNMP {44)

5 = Moresponze Am
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Legal Import Predicted?

Unknown;
14.13

Legal import;
21.83

No legal
import; 64.03
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Location of Discovery

0.02
0.26
11.17
19
37
42
0.00 10.00 20.00 30.00 40.00

Percentage

50.00

@ Unknown

m Car

O House

0O Hidden Stores

B Shops/Supermarket

/Pharmacy
@ Vendors
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Counterfeit Classification in Iran
(Drug Use) E

@ Supplements _
m Professional setting

o 0O Non-professional setting |

& 00.00 0 Unknown
(48]
qc, 40.00
o
& 20.00

0.00-

D I
Definitions: rug Class

Drug Used in Professional settings: Cardiovascular, Diabetes, Gynecology, Respiratory
CNS (including Cox Il inhibitors), Antibiotics, GI, Hormones, musculoskeletal

Drug Used in Non-professional settings: Analgesics (others), Cold preparations,
herbat taxatives......OTCs

Supplements: Vitamins, Minerals, glocosamines, omega3, weight low(up)ering, gain ups
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+18.5%% +25.3%

12000 -

B Billion Rials

Value Units

- Domestic 71.9 95.4
2003 2004 2005

Imported 28.1 4.6
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30+ +229%  +8.6%

M Billion Units

Costs go up mainly due to
imports of expensive
medicines used in the
private sector, reflecting
INncreasing purchasing

2002 2003 2004 2005 power of the urban

middle class
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[0 Iran has about the

7000 .
same population as
6000- Turkey
5000 sonipe.in] H Iran’s GNI is about 60%
4000 UsD of Turkey’s
2000 0 Iran’s pharmaceutical
1 B Pharm. x
Market market is only about a
= (million quarter of Turkey’s
USD) :
1000- market in value
0_

Iran Turkey
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Local pharmaceutical production capacity varies greatly among countries

Unaeailable
B Sophistcated ndusiny, sigrificant reseanch
0 Innowaties copabiliny
Active ngredients & finished products
[ Finished products from imported ingredizms {d
B Mo pharmacewtical indusiry 431




Largely a generic market
Domestic industry supplies at very low

O Public
M Private

prices

Trade barriers against importers
(tariffs up to 90%)

Some central subsidies for more
expensive imported drugs

Growing role of private sector, with
legal and grey imports of branded
drugs

Risk of counterfeit/substandard drugs
entering the market




Officially privatized, but key positions controlled by
government; conflict of interest

Holding structures, various layers of decision making
with somewhat unclear accountability/strategy

Regulatory framework still weak in international
comparison

Rigid pricing system restricts competition

Management focus on bureaucracy instead on innovation
and competitiveness

Lack of legal basis for mergers and acquisitions
Lack of capital
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62 companies, average sales about 16 million USD
11 factories less that 10 years old
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Sandoz, Actavis, Barr, Cipla, Apotex..
Sales in the range of 300 million to 5 billion USD
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%33 Proton pomp inhibitors
%34 Statins ( only lovastatin)
%36 ACE inhibitors
%383 Angiotensin-2 receptor antagonists
%353 Selective serotonin reuptake inhibitors(SSRIs)




What if Iranian Drug Consumption
Would Go Up to EU Level?

MOHME analysis based on data from 2002-2004, includes Scandinavian and Baltic
states (Fakhrabadi 2004 unpublished study)
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Z
Denmark | Estonia |Finland |lceland [Latvia |Norway |Sweden |IRAN 2002 |IRAN 2004
A Alimentary tract and metabolism 131 b4 163 110 180 175 3 112 136
B Blood and blood- forming organs 1 40 12 5, ] 100 116 45 13
C Cardiovascular system 287 m 348 78 169 33 kA 54 66
G Genito-urinary system and sex hormones 112 91 136 15 b 106 122 64 43
H Systemic hormonal preparations, excl. sex hormones| 26 10 3 2 1 36 38 30 34
J Anti-infectives for systemnic use 16 15 ik 1 3 18 18 4 42
L Antineoplastic and im-muno-modulating agents 5 1 6 o 2 1 § 1 1
M Musculo-skeletal system 45 40 §0 07 55 57 5 23 28
N Nervous system 28 57 200 266 9 181 M4 49 56
P Antiparasitic products, insecticides and repellents 1 1 1 1 2 1 1 3 3
R Respiratory system 117 52 11 101 65 162 143 A 36
§ Sensory organs § 1 13 10 0 17 15 11 13
Total 1049 549 9 | 10 | 63 1193 1402 464 53
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2005 0.2 Iran
2004 0.62 Bahrain
2004 0.10 Egypt
2004 0.97 Ireland
2004 0.22 Saudi Arabia
2000 0.88 United States of America
2004 0.87 Spain
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Back-up slides for discussion




Selection of drugs for

reimbursement

JE) | I

[l

Many new expensive drugs
But only some of them are really important
Pharmaco-economic analysis is complex

Middle-Income-Countries do not have
resources to each have their own "NICE”

Need to select those drugs that are medically
necessary and affordable

Manage use of drugs in a way to prevent
over-use of expensive drugs




Suggestion for a rational and
transparent selection mechanism

O

=
=

Instead of using original data, review decisions made
by experienced HTA bodies

Put in context of national data, priorities and capacity
Create scoring system that allows ranking of new
drugs

Pick drugs from the top of the list for inclusion in
reimbursement list — based on available budget

Apply restrictions and monitoring tools when needed,
to control volume

Negotiate volume based contracts with manufacturers
for mass market drugs




Price difference with existing treatment?
Significant individual benefit of treatment?
Importance of disease for public health?
Primary and secondary cost of disease that
can be reduced by treatment?

Ability to apply treatment according to
protocol?

Ability to control out-of-label use?




Drug selection process

Proposal/Application

Updated priority list

¥

¥

Technical
assessment

by expert group,
proposal for score

Decision by payers to
add new drug to
reimbursement list

¥

¥

Discussion in
Commission, final
score given

Setting of volume
control measures

¥

Reimbursement




Reqgulatory Framework

[0 National Drug Policy (WHO template)

0 Drug law from pre-revolution era, amended
through several ministerial decrees

[0 New drug law in discussion to catch up with
international standards? Timelines?

[0 Inspection capacity not strong enough to
control drugs in circulation

[0 Potential conflict of interest at MOHME:
regulatory function and control of major
domestic manufacturers are too closely linked




Drug Pricing

Regulated prices, calculated on a “cost-
plus” basis

MOHME to provide price incentives for
investments into quality/GMP (status?)

Fixed distribution margins (composite
about 40%, lower in case of expensive
drugs that are centrally procured)




Market Access for New Drugs

Listing Committee decides whether a new
drug (INN) is included into Iranian National
Formulary (INF)

INF inclusion is a prerequisite for the
application for marketing approval

Reimbursement list developed for insurance
organizations (High Council decides) based
on INF - used by all insurers




Reimbursement for Drugs

O
O
O

Limited to formulary drugs defined by the insurance organizations
70% or retail price for outpatients

90% for inpatients (but drug shortages reported from hospitals,
who send patients to the outpatient pharmacy instead)

No exemptions from co-payments, but individual ceiling

Costs exceeding the ceiling have to be pre-paid by patients, can be
claimed back from insurance later

Rural health insurance program with limited formulary (193 drugs)
and volume controls

Direct MOHME subsidy for certain expensive, imported drugs (e.qg.
for MS, Transplantation, thalassemia, certain cancers)




Access to Medicines

[0 Relatively good in public sector on primary care level

O Problematic if patients consult private physicians and get
prescriptions for expensive drugs; “catastrophic costs of
iliness” is a concern for the lower middle class

[0 Specialists use their public sector jobs to recruit patients
into their private practice

[0 Urban-rural differences partially addressed by rural
insurance program

[0 Drug shortages in hospitals, shifting costs to outpatient
sector or private pockets




Rational Use of Medicines

[0 Average number of drugs p. prescription is 3.4
[0 High usage of antibiotics and injectables

[0 Comprehensive monitoring instruments being
developed at SSO and MSIO

[0 Use of monitoring data for management
purposes still limited

[0 Lack of incentives for doctors to modify
behavior




Industry and Trade

More than 60 pharmaceutical
manufacturers; 20 API manufacturers

Largest manufacturer has 11.5% market
share and is owned by SSO

15 national and many regional
wholesalers

>7000 retail pharmacies and > 800
hospital pharmacies




Distribution Margins

Margin in % increase

Price (index 100%)

Ex-factory 15-25% 100
Wholesale 12% 112
Retail 21% 135
Combined over ex- 35%

factory

e Price ceilings for generics lead to heavy volume competition by
manufacturers, with free “bonus drugs” topping the official margins of

wholesalers and retailers
e Pharmacists have the right to substitute one generic for another and

tend to use this right to push the more profitable drugs




What Should Pharmaceutical Policy Achieve?

Financing
Regulation Manufacturing Financing, Pricing
Enforcement Procurement Payment System
Selection Distribution Education

N [
avallable and accessible In

a system that uses resources efficiently

\

Manufacturing
Procurement
Distribution
Payment System
Incentives

Rational Prescribing
Education




Pharmaceutical Policy Goals

Access to medicines

Cost control

Quality of products and information
Distribution chain efficiency/integrity

Rational prescribing and use

Industrial policy: profitable growth

leading to stable employment




Main Challenges for Iran

100 AR v oo AERAR o o ATEROC o RN R

Addressing governance issues (conflict of interest) and
strengthening independence of regulatory oversight

Managing cost pressure from innovative drugs and potential
cost increase for generic drugs

Fixing gaps in the regulatory control (grey market, threat from
counterfeits and substandard drugs)

Increasing service quality and efficiency in hospital drug supply

Finding a fair pricing model (cost management versus reward
for investment into quality)

Prescriber monitoring and incentives for rational drug use

Protecting citizens against exploitation by a very
entrepreneurial private sector

Building a competitive national drug industry without subsidy
from the health budget




Potential Reform Steps -

Short Term Impact

Industrial policy — prepare for an open
market

Improve supply situation in hospitals
(starting with an assessment of
availability, prices paid, procurement
mechanisms, utilization)

Assess the dimensions of the counterfeit
and substandard drugs problem and
develop appropriate countermeasures




Potential Reform Steps -

Medium Term Impact

Establish independent regulatory
oversight through separate drug agency

Strengthen purchasing function and
utilization control in SSO, MSIO

Increase provider accountability for drug
expenditure caused by their prescribing

Educate the general public about
rational use of medicines




Cornerstones of an industrial policy

[0 Set clear schedule for tightening GMP rules, reduction of
import barriers

[0 Create more transparent governance structures and
managerial accountability

O Re-think pricing model

B Change to a flexible model or price ceilings; let insurers
contract with manufacturers for best price/quality ratio

B Subsidize insurers rather than manufacturers so that co-
payments for patients remain politically acceptable

O Develop legislative basis for mergers and acquisitions

[0 Try to develop “clusters” of technology and manufacturing
that have critical mass to be competitive




How to manage the transition

Deep analysis

Political decisions

¥

¥

Inter-ministerial
expert group for
planning and design
produces document

Pilots for
Implementation, early

prototyping

¥

¥

Political process to
achieve consensus
on long term goals
and strategy

Monitoring and
ongoing evaluation

¥

Adjustments and full
Implementation




Drug pricing considerations

[0 “Best value for money”
[0 Secure supply at good quality

[0 Benefit from future cost decreases, economies
of scale

[0 Fair profit for manufacturer to encourage
competition, avoid monopolies

[0 Optimization of supply chain to minimize
distribution costs




Cost elements that influence price




Drug pricing basics

Free pricing (negotiated
price)

Needs strong buyer with
negotiating power

Price ceiling Protects weak buyers
against overcharging
Fixed price Benefits distributors

(volume competition)

Indexed price

Variation of fixed price,
linked to inflation etc.




Defining prices

Tenders for defined
volume or preferred
position on list

Works best for multi-
source (generic) drugs

Reference pricing against
external standard

Works best for originator
drugs, needs reliable
source of data

“Country of origin” based
pricing

Outdated model, open to
manipulation

Cost-based pricing

Distorts incentives for
industry, cost data open to
manipulation

Value-based pricing (price
linked to DALY)

Requires skills, data and
sufficient market size




Pricing vs. Reimbursement

O

=

O

“Passive” payment system as in Iran: the insurer pays a
fixed percentage of the set price

Active purchasing system: the insurer tries to get the
best price and sets the payment level based on this price
— patients have to pay the difference if they want
another brand

Example: Omeprazole A costs 2.40, B costs 2.80, C costs

4.20: Reimbursement is based on price of A = x% of
2.40

Advantage: volume competition that benefits
pharmacists and wholesalers is turned into price
competition that benefits payer and patients




Active purchasing - implications

L
L

L

Insurer needs skilled procurement team

Quality of drugs must be defined and
comparable

Drug list highlights preferred (cheapest) brands

Incentives for doctors and pharmacists need to
be considered

B Promotional pressure on doctors

B Pharmacy margins

B Substitution rights for pharmacist?




Deal making with industry

Tenders for preferred
position on reimbursement
list

Low price in exchange for
high market share

Pooled procurement

Volume rebates in cash or,
more likely, free goods

Volume ceiling

Company provides free
goods if amount sold
exceeds limit

Package deals

Volume or cash rebate given
for drug B in exchange for
accepting price of drug A

Outcome based pricing

Payment conditional on
treatment success
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