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Aim
A To analyse the current pricing and reimbursement policies, regulation
and legislation in the Middle East and North Africa (MENA) region.

Specific objectives
A Map, describe, analyse and critically appraise local pricing and
reimbursement policies for pharmaceuticals in the MENA region

A Describe and analyse the current use of ERP systems
A Identify local best practices that can be shared effectively across the
region
A Recommend ways to improve current interventions

A Outline a transition to a more robust vakiased pricing system
In the study countries



Analytical Framework LSE

Analytical framework with associated endpoints, which were separated
Into 5 groups:

a) Pharmaceutical Pricing Policies

b) (explicit focus on) External Reference Pricing (ERP) and its Salient
Features

c) Pharmaceutical Coverage & Reimbursement Policies
d) Spillover Effects of Pricing Policies
e) Industrial Policies: Support for local and foreign manufacturers



Analytical Framework LSE

Theme A Endpoints Definition
Pharmaceutical A Pricingpoliciesfor in-patent pharmaceuticals Discussesurrent approachego pricingandthe extent to which they differ betweendifferent
.. - A Pricingpoliciesfor off-patent pharmaceuticals typesof pharmaceuticaproducts
Prlcmg Policies A Pricingpoliciesfor genericpharmaceuticals
A Pricingpoliciesfor locallymanufactured/imported pharmaceuticals
External A TimeERRvasintroducedandresponsibleauthority Reflectson the salient features of the prevailing ERPmodel, as the dominant method of
f Prici A Role of ERP(used in pricing and/or reimbursement does it have a pharmaceuticapricing,in order to identify similaritiesand differencesacrossstudy countriesin
Re erence_ ricing supportiveor mainrole in price setting?) the way ERRs implementedacrossthe region
(ERP)Z Salient A Basketof countries(humberof countries/typeof country/selectioncriteria
features ) for basketcountries)
A Priceusedto inform pricingdecisions price revisions ref price calculation
A Information sourcedor identification and validationof ERRprices
Pharmaceutical A Pharmaceuticafinancing(role of government,national health insurance, Identifies the sourcesof finance for pharmaceuticalproducts, the extent of OOPsand any
C & ) private health insurance put-of-pocket(OOPpayments supply anddemandsidepoliciesrelatingto pharmaceuticatoverage
overage A Coveragend ProcurementPolicies
Reimbursement A Roleof In-patent/off-patent/genericpharmaceuticals
Policies A HowERRs usedto shapecoverage/reimbursement
A Incentives that ERP provides to improve efficient purchasing, incl.
prescribingand procurement
A Genericprescribingand substitution
SpilloverEffects Pricelevels Examineghe impactof pricingand reimbursementpolicieson pharmaceuticaprice levels,and

whether pricingpoliciesleadto or canachieveacceptablepricesfor payers

of Prlcmg Policies Drugproductshortages Exploreswvhetherthere are productshortagesasa result of pricingpolicies

Accesdarriers Assessethe extentto which pharmaceuticalsire availableon a timely basis,and with limited
accesdarriersin the MENAcountries

Affordability issues Examineswhether pharmaceuticalprices are aligned with the purchasingability of patients
and/or health caresystems

Internationalimplications It assessethe extentto which there are spiltover effectsof ERRo third countriesin terms of

(a)launchdelays,and (b) price convergence
Industrial Policies Supportof local industry. Pricingincentives,tax breaks/exemptionsdiscounts, Analysesthe degreeto which the adopted pricing policies promote and/or are aligned to
tendering/procurementdiscounts price caps industrial policy objectives Examinesvhether the supportprovidedto localand multinational
& manufacturer Support of foreign/researchbased industry. Pricing incentives, tax manufacturerg(e.g. incentivesfor manufacturingand/or R&Dinvestment),promotesindustrial
support breaks/exemptions policy objectivesor whether it actsasa barrierto achievingthese
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Primary Data Collection

Systematic Literature Review
Aim
A to map available evidence on pricing and
reimbursement policies in the study

countriesand identify the possibleimpact of
thesepolicies

Methods
A Adetailedsystematicsearchstrategy

A Dataextractionaccordingto endpointssetin
analyticalframework

Results

A 89 studiesincluded for data extraction (23
peerreviewedliterature, 21 BMI reports, 41
grey literature sources, and 4 legislative
documents)

Cariasasiadl

Primary Data Collection

Aim:

A To complement our literature search, validate findings, and
incorporate local insights to pinpoint regulatory challenges and
derive recommendations, the clarification of gaps, barriers and
bottlenecks identified throughout the mapping exercise.

Methods:

A Development of Interview Discussion Guide, to ensure all
interviews were semstructured. The guide was designed
according to the SLR endpoints asaimprised3 sections:

(a) Pricing policies and price setting;
(b) Reimbursement and coverage decisions; and
(c) Evidence of ERP impact within and across countries.

Results

A Over 80 local experts and stakeholders were contacted; these
included government officials, representatives from regulatory
authorities, insurance organizations, pharmacy departments, and
procurement agencies, among others, but also industry executives



Methods: Analysis

A Analysis was undertaken focusing on:

(@)

(b)

(€)

(d)

Mapping, outlining and discussing current
pricing and reimbursement policies in the
study countries

Outlining practical issues and challenges in
the implementation of the widely used ERP
in the study countries

Studying whether national ERP systems
adhered to best practice by using a
validated methodological framework
comprising 14 principles (Sullivan, Kanavos
& Kalg 2015) andendeavouringo

showcase the performance of national ERP
systems based on these principles

Offering practical suggestions on how to
improve operational procedures in the
transition from pricefocused to value
focused policies

No.
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ERP best practice principle framework

The objectives of ERP systems should be clear and align with healtt

system objectives

ERP systems should focus oipatent products considered for the

purposes of coverage, pricing and reimbursement decisions

Prices developed via ERP do not estde HTA conclusions or VBP

approaches

The ERP system should have administrative simplicity and transpart

Stakeholders should participate in design and review of ERP systen

Stakeholders are able to appeal regulator decisions

Reference countries should be selected based on similarities in

economic status and health system objectives

International implications of ERP implementation should be considel

Publicly available efactory prices should form the basis of the ERP

system

The mean of prices in reference countries should be used

ERP system respects patent status of products it covers based on

provision of IP that prevail in reference country

ERP formula should avoid the impact of exchange rate volatility

Price revisions should be kept to a minimum and should be carried ¢

consistently to avoid the perception of opportunistic behaviour

ERFbased prices should be aligned with other tools used when




(2B [ITS:

merican University of Beiruf
R S

Results snapshot



Pricing policies for Hpatent pharmaceuticals

Algeria
Bahrain
Egypt
Jordan
Kuwait
Lebanon
Morocco
Oman

Qatar

Saudi
Arabia

UAE

Sourcel SE, 2018.

Price in
country of
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pharmaceutical
s on the
market 1 IRP

(V)3

Prices found in
official
references or
publications

2

Pharmaco -
" economic
;riﬁgzﬁgg studies/ Cost -
9 Effectiveness
Evidence
\% \%
\Y
\ \%
\ \

ERP

< < < < < < < < <

(%AUB

American University of Bgirut

Price in
Saudi
Arabia

LSE

Proposed price
by the
manufacturer



Amam:an Umvelsm' Df Belrut

LA
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IRP .
IRF; | IRP _rr_1anaged ERP HTA RSA Tendering Formulary CCBA1 Negotiati Budget
molecular therapeutic competition management on Impact
Algeria u u u n- u n u n2 n n n
Bahrain u
Egypt u U u U w n n n2 n n
Jordan u n
Kuwait u U
Lebano U U U U U n n n u n
n
Morocco U u U n- u u n u n n
Oman U
Qatar u u u n u u n n u u u
SaUd_I ] U U U w3 U n n ] n
Arabia
UAE u U u U u U U 0 u n

Notes : ! Comparative clinical benefit assessment
2 Only used in hospitals, not at national level
3 Not currently using but HTA planned to be implemented in due course based on passed legislation or current government initiative
n- = Used as a reference price

Source : LSE, 2018 .



The role of demandide: Generic prescribiragd
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Generic prescribing Generic dispensing/substitution

Is there a ls generic prescribing  For mandatory Is there a generic Is generic substitution mandatory or
generic mandatory  or encouraged generic prescribing  substitution  policy in encouraged within existing policy?
prescribing within existing policy? policies, is there an place? ) )
policy i IT system? (n/a for countries with no relevant
place? (n/a for countries with no policies )
' relevant policies ) (-® for non -
mandatory systems )
Algeria \Y; Encouraged = \Y; Encouraged/mandatory
Bahrain NA Not mandatory = NA NA
U (not
Egypt eXp(Iicit) N/A - \% Encouraged
Jordan \ Mandatory No \ Mandatory (public sector)
Kuwait NA Encouraged/Not mandatory - \Y Encouraged (public sector)
Lebanon \ Encouraged - \Y Encouraged
Morocco NA NA NA NA NA
Oman \% Mandatory (public sector) NA \% Encouraged (public sector)
Qatar \% Mandatory NA u n/a
Saudi Arabia NA Not mandatory = Y, Encouraged
UAE Y, Mandatory (public sector) NA Y, Encouraged

Source LSE, 2018.
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U Dominanceof ERP cost minimizationtool in MENAby benchmarkingagainstthe
lowestlist pricesin largebasketsC pricesconvergedownwardsovertime

i Noaccountof valueof innovation C needfor localdataand capacitybuilding

i LargeERPbasketsand repetitive referencinglead to complex ERPadministrationC
delayin new productlaunchingand reducedavailability

I Absenceof formal value assessmentC needfor a) transparentcriteria and b) clear
implementationmechanisms

U Useof discountedpricesaffectstransparency

U Useof unrealistic and volatile exchangerates further lowering pricesand availability
C needfor fixedexchangeatesor movingaverages

I PatentStatusissuesusinglRP+ ERRcoupledwith differencesin IPC pricedistortions

I Longregistrationand pricingprocesse< needfor streamlinedpricingprocess



Synthesis of FindingsPricing Policy @AUJS |SE

[ESF L3 oy P el

A Consequences of ERP Dominance

A Availability issues

A Pricing policy low prices lead to delays in launching (even not launching) and
withdrawal of products in/from the market

A Pricing system inflexibilityhighly regulated markets not accommodating external
factors, or not considering inflation

A Protracted price negotiation and approvatauses delay in market entry

A Spillover effects, case of small markets and/or limited spending
A International implications
A Value of innovation

A Absence of Formal Value Assessment



Synthesis International implications of ERP

Launchdelaysin other countriesuntil referencecountriessettheir prices

Downward price conversion of innovative pharmaceuticalsirrespective of economic status
amplifiedby the GC(rice harmonisationprocess

u  Decisionmakersin the MENAregion may be aware of theseimplicationsbut very few attempt to
mitigate them.

ERP leads to GCC price Decision -makers
price harmonisation attempt to mitigate
Launch delays . . :
(downward) leads to price international
convergence convergence implications of ERP
Algeria v - - v
Bahrain - -
Egypt Y, \Y, Y, U
Jordan \Y \Y; v
Kuwait \Y v Y
Lebanon \Y \Y U -
Morocco \ U
Oman =
Qatar \Y \Y \Y
Saudi Arabia v \Y

UAE ? \Y \Y u



