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Experience and Career:
o Current role: Strategic Advisor, Negotiator and Head of the Biosimilar task force in Amgros
o Previous Head of Procurement and Lead of Tender Department, Amgros |/S (2008-2016)

o Worked at Amgros since April 2008 with pharmaceutical industry experience from several
companies (Roche, Pfizer, Ferring, and Nycomed)

Education:

o Master of Science (Pharmacy), School of Pharmaceutical Science, Faculty of Health and
Medical Science, Copenhagen

o MBA (Marketing), Copenhagen Business school, Denmark
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DENMARK — A UNIQUE MARKET AND A UNIQUE SET-UP

* Public hospitals set-up:

* Politically managed regions responsible for public healthcare and
funded through national taxes

5.7

Million * No patient co-payment for hospital services, including pharmaceuticals.

inhabitants

* NATIONAL Guidelines and tenders (since 2010)

e Danish Medicines Council develops national guidelines for therapeutic
areas

 Amgros makes national calls for tenders (ATC-code 5 level), and the
hospitals follow the tender and the decision.

The 5 regions implement the guidelines and tender results at the
hospitals
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ADALIMUMAB - EXTREMELY QUICK (NOV/DEC 2018)

100%
* Denmark welcomed
biosimilar adalimumab
80% November 2018
* 90% MS in week 3
60%
2 players: Hyrimoz and
40% - Imraldi (40 mg)
e This saved the Regions about
0% EUR 50 million in the first
- year
0%
MO M1 M2 M3 M4 M5 M6 M7 M8
Denmark emms{JK e=——Germany esss|tgly e=Netherlands Sweden e===Spain e=—france

Source: IQVIA European Thought Leadership; IQVIA MIDAS MTH May 2019
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ADALIMUMAB

Humira patent expired nov 2018

== Original
Biosimilzer

Besparelse 1 mio DDK each day. =>
140.000 EUR

* 2018 - 2022:
* 400 % growth in DDD

- 1. choice in guidelines for chronic
rheumatoid arthritis

.Or'iginal

2021

2022

Biosimilar

{*AMGROS



PLANNING, DIALOGUE AND INVOLVEMENT ARE THE KEY TO
SUCCESS

Specialist
groups/
Danish

Medicines

Council DOCtOFS/

Biosimilar Amgros / Drug
Task force tendering

committees/ specialists/
pharmacists NUTSes

Pharmaceutical
companies
(originals and

biosimilar) * Complex stakeholder involvement
* Multiple clinical decision makers and influencers
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biosimilars in Saudi Arabia

Sultan Alharbi — Head of Pharmaceutical Pricing
Section

Saudi Food and Drug Authority, Drug Sector
Regulatory Affairs Executive Directorate
Pricing and Pharmacoeconomics Directorate
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Overview of Saudi Arabia Healthcare

system and market access




Saudi Health
Council

L)

Health
holding
company

Saudi Food
Drug
Authority
(SFDA)

Council of
Health
Insurance

Program for
Health
Assurance
and
Purchasing
(PHAP)

National
Unified
Procurement
Company
(NUPCO)

Expenditure
& Projects
Efficiency
Authority

(EXPRO)

All stakeholders in Healthcare system ‘

Local Content

Ministry of
Health (MoH)
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New Drug Can be:

1. New Chemical Entity
2. Generic
3. Biologic

4. Biosimilar

4_
The drug journey in
Governmental sector

4_
Represent the patients
receive their medicine in
governmental sector.

4—
Represent the medicine
journey & patients
receive their medicine in
private sector.

+—>

Company stakeholders

Local content:
To promote localization

SHC: Ensure coordination and integration between health-related agencies in order to improve and enhance health care

A

y

e

SFDA:

There are three main patients segments who visits private hospitals :

1- Insured patient:

< > To register & price the product (SFDA publish the CIF price as ceiling price in Saudi Arabia) gl v EEEETOE process with ——p
manufacturer and implicitly have
an impact on the saving the
budget for hospitals.
—> Private hospitals: MoH: To include the drug in the formulary
To include the drug in the formulary
v
Institutions: To include the drug in the formulary
CHI: To enhance the l EXPRO:
efficiency for  the . NUPCO: .
private health | To make procurement (third party) between > » 10 ensure
insurance beneficiaries | manufacturers and hospitals (institutions & MOH). the process
I of spending
i |
Price preference 10% I
Mandatory list I Dispensing directly Dispensing from community
from the hospital pharmacy through “Wasfaty”
|
|
|
|
|
Patient who visits to Patients will receive the medicine for free when
MoH or Institutions their health is managed by MoH or institutions. <

- Fully insured patients: have zero deductible ratio.

- Partially insured patients: Subjected for out of pocket payments depend

on deductible ratio.

2- Cash patients: Subjected to pay fully their medicines (have no insurance).

The ceiling price issued by SFDA
has direct implications on MoH
and Institutions when they start

Patient who visit

a

private hospitals
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Articles regarding pharmaceutical pricing:

 Article 11:

« The pharmaceutical and herbal drugs’ prices are calculated from the ex-factory price or the cost of
importation (i.e. CIF) into Saudi Arabia in the country of origin’s currency or the currency specified by the

SFDA.

« These prices are subjected for revision on regular basis.

17



Articles regarding pharmaceutical pricing:

Article 12:

Profit margins for wholesalers and pharmacies selling pharmaceutical and herbal drugs should be calculated

as follow:

Ex-factory / CIF Price (SAR)

Wholesale Mark-up

Pharmacy Mark-up

50 or below 15% 20%
Above 50 to 200 10% 15%
Above 200 10% 10%

18



*

Pricing guideline example for biosimila}’r

1. Adding articles for biosimilar in the updated pricing guideline:

* Article 6 & 7:
The price of the biological product, is reduced by
20% upon the registering of the first biosimilar
product
%25 - %35 - %45 -

First Biosimilar Second Biosimilar 65 SAR Third Biosimilar 55 SAR

Price fixed <

19
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SFDA regulations towards biosimilar0

2. Publication of a guideline for substitution of registered drugs by SFDA.:

 SFDA published a guideline in Q1 — 2023 contains general recommendations for substitution for all
types of drugs, including biologics.

» Any biosimilar registered in SFDA is considered an analogue of the previous one and is subject to drug
replacement (interchangeable) according to the approved indication by SFDA and the decision of

health care provider.

20
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Stakeholders initiatives towards Biosimilglr

« Expenditure & Projects Efficiency Authority (EXPRO) :encourage registration and uptake of biosimilar by
governmental hospital through public tender.
« Council of Health Insurance (CHI):

CHI made an update on benefits of unified policy which include change in co-payment policy for drug as

following:
Co-payment Medication Formula Out of pocket
price sharing
Generic & biosimilar SAR 50 =20%* Generics price SAR 10
Replaceable Brand & SAR 200 = 50% * X price of replaceable SAR 0-100

biologic band

22
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Biosimilar products market share by value % in Saudi Arabia

Biologic / Biosimilar products 2018 2019 2020 2021 2022

Biologic products 2,164,498,255  2,338,398,589  2,216,714,495  2,500,518,974  3,054,626,181

Biosimilar products 19,551,606 45,743,865 50,636,968 84,276,647 143,761,132

Market share % of Biosimilar

0.90% 1.95% 2.28% 3.37% 4.7%
products

24
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Conclusion:

« SFDA has worked on many recommendations that are consistent with WHO quideline on country

pharmaceutical pricing policies such as , encouraging early submission of regulatory

applications, using multiple pricing policies and publishing guideline for substitution of drugs.
« More initiatives should be encouraged to increase uptake of biosimilar such as:
|.  Encouraging investments in the field of biosimilar, and providing incentives to manufacturers,
researchers and developers.
ll. Increase the awareness of professionals regarding interchangeability and switchability of

biosimilar medicines.

26
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Summary

Marketing authorization does not mean expanded patient access to biosimilar medicines,
even for Essential Medicines. Governments must implement additional measures to ensure
biosimilar medicines are adopted by the system and available to the patient.

Efficient post-authorization processes, including through procurement, pricing &
reimbursement, reimbursement and information/education of stakeholders, are critical to
ensuring that quality-assured biosimilars are available in the market.

IGBA, its member associations and affiliated companies are ready to partner with the WHO
and local authorities to ensure access to quality-assured biosimilar medicines in low- and
middle-income countries.

IGBA

INTERNATIONAL GENERIC AND

BIOSIMILAR MEDICINES ASSOCIATION

29



What has the biosimilar medicines history taught us
so far?

Same opportunity Different reality

Affordability Availability

Disparities remain, Disparities widen

NNNNNNNNNNNNNNNNNNNNNNN



Effective Strategies to Advance Access to Biologic

Theraples « 17 years of biosimilar medicines availability, clinical &

market experience and policy interventions

 Mapping of the well-known set of barriers &
challenges

« Regulatory standards convergence and reliance
have progressed along with experience although
globally frameworks divergences continue to add
complexity

« Uptake, competition not automatically leading to
access equity

Effective Strategies

to Advance Access to
Biologic Therapies for
Non-Communicable

Diseases

g Biosimilar medicines Access Policy Blueprint
—_— - Tailoring interventions to the local needs and
2021 .

infrastructure

- Facilitating the translation of intention into action

Reference https://www.globalbiosimilarsweek.org/2021/doc/A-Biosimilar-medicines-Access-Policy-Blueprint-IGBA.pdf



https://www.globalbiosimilarsweek.org/2021/doc/A-Biosimilar-medicines-Access-Policy-Blueprint-IGBA.pdf

Biosimilar medicines Access Policy Blueprint

| POLICY AREA |
Y
Q / & @ w2 \
= giilll| = '
ENHANCING IMPROVING e ADVANCING
REGULATORY MARKET REIMBURSEMENT UNDERSTANDING
EFFICIENCY PREDICTABILITY AND TRUST IN
POLICIES AND
& RESILIENCE e BIOSIMILARS

ACCESS

GREATER TIMELY AND AFFORDABLE

STABLE ACCESS ACCESS

SUSTAINED
ACCESS

ACCESS

| IMPACT ON ACCESS

Reference https://www.globalbiosimilarsweek.org/2021/doc/A-Biosimilar-medicines-Access-Policy-Blueprint-IGBA.pdf



https://www.globalbiosimilarsweek.org/2021/doc/A-Biosimilar-medicines-Access-Policy-Blueprint-IGBA.pdf

Building a comprehensive Biosimilar
medicines Policy - Post-Approval Focus

Delivering on affordability, accessibility and availability

Biosimilar
candidates

(- Multi- )

stakeholder
Information,

\_ Education )

Fit-for-purpose Continuous Progress

Global regulator :
Regulatory & Y on Technological
: convergence
requirements Platforms

Biosimilar approvals

Healthcare financing, Investment in Health and
Biosimilar Use & g Pharmaceuticals (tertiary prevention) )
Demand-side policies

Efficiency of Healthcare Interventions (outcomes)

Biosimilar

competition Affordability Accessibility Availability

Pro-competition Pricing, Purchasing & Procurement policies
Policies

Access and Reimbursement Policies

——




IMPROVING MARKET PREDICTABILITY & RESILIENCE
FOR TIMELY AND STABLE ACCESS

REFORM PURCHASING &
PROCUREMENT POLICIES

fAIIu;w timely competition (multiple suppliers);
4 \Avmd prolongation of monopolies

-

Consider mid- and long-term agreements ]
.

%Incnrpnrate multiple criteria beyond price ]

Secure global demand forecast )

KET TACB“;ER%RSKH Translate mapping into long-term demand forecast )

PREDICTABILITY

Align utilisation incentives across stakehnlders)

GOOD PRACTICE & 1\

EXPERIENCE SHARING

@

INTERNATIONAL GENERIC AND
BIOSIMILAR MEDICINES ASSOCIATION



ADAPTING REIMBURSEMENT AND CO-PAYMENT POLICIES
FOR AFFORDABLE ACCESS

Adapt reimbursement ?[mdellnes in light o treatment cost

REIMBURSEMENT POLICY efficiency gains (e.g. lift restrictions)

TREATMENT
AFFORDABILITY

Consider specific co-payment measures after biosimilar
CO-PAYMENT POLICY Pecriic co-paym ]

medicines entry (priority focus on EML)

SSSSSSSSSSSSSSSSSSSSSSSSSSSS



ADVANCING UNDERSTANDING AND TRUST IN BIOSIMILAR MEDICINES
FOR SUSTAINED ACCESS

B (_:u-)Dglsign educational materials on key biologic, incl. b

SUSTAINED EDUCATIONAL \IosimPar concepts /
EFFORTS . . : .

" Disseminate educational materials to all healthcare .

__stakeholders P

il T
TACKLING MISLEADING Actively tackle misrepresentations of challenging concepts
UNDERSTANDING INFORMATION | towards healthcare providers and patients p
& TRUST @

; . : ™
| Communicate on the cumulated global clinical experience

with biologics, incl. biosimilars y

EXPERIENCE [ Share regular post-approval pharmacovigilance and .
SHARING |_safety updates p
Bring forward the unambiguous evidence on biologic B

switching as safe medical practice y

@

INTERNATIONAL GENERIC AND

BIOSIMILAR MEDICINES ASSOCIATION



Biosimilar medicines represent a significant
opportunity to expand Affordable Access

Marketing authorization does not mean expanded patient access to biosimilar medicines,
even for Essential Medicines. Governments must implement additional measures to ensure
biosimilar medicines are adopted by the system and available to the patient.

Efficient post-authorization processes, including through procurement, pricing &
reimbursement, reimbursement and information/education of stakeholders, are critical to
ensuring that quality-assured biosimilars are available in the market.

IGBA, its member associations and affiliated companies are ready to partner with the WHO
and local authorities to ensure access to quality-assured biosimilar medicines in low- and
middle-income countries.




INTERNATIONAL GENERIC AND
BIOSIMILAR MEDICINES ASSOCIATION

IGBA Biosimilar Information page:
https://www.igbamedicines.org/committee §
s/biosimilars-committee/communication-

onh-biosimilar-medicines

Thank you

Contact:

Julie Maréchal-Jamil

IGBA, member of the Biosimilars Committee
and

Director Biosimilars Policy & Science, Medicines
for Europe

jmarechal@medicinesforeurope.com

IGBA Secretariat
Info@IGBAmedicines.org



https://www.igbamedicines.org/committees/biosimilars-committee/communication-on-biosimilar-medicines
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CANNOT BE A QUESTION OF INCOME;

ITIS A FUNDAMENTAL .

N E LS ON M A NDEL A

CANCER
ALLIANCE

AAAAAAAAAAA



Equity
Custom tools that

identify and address
ineguikity

3

Inequality

Uncqgual access to
opporiunities

Equality?

Evenly distribuled
tools and nssistance

Justice

Fixing the svstem 0
offer equal nocess o
both topls and
opportunities

¢




Originator vs Biosimilars

AVAILABILITY + AFFORDABILITY = ACCESS

CANCER

\‘\/ALLIANCE
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Words of Severin Schwan — CEO ROCHE, 2016
@ [EEPO, Copenhagen

“Both biosimilar and generics play an important part of the
economic/business model of health care. There is a social contract -
Innovators take the risk. They do R&D and have patent for 20 years.
10years for R&D and 10 year’s exclusivity to earn back on the .
investment. This model served mankind well in the past. After that it’s
time for generics and biosimilars to come into the market.

The biggest ?if’r to society is to allow g[enerics to come into market @
lower price. Important medicines will then be available broadly
forever and at a lower cost.

- ROCHE is good @ innovation. Qur focus is on science and
developing cutting edge medicine.

- Biosimilars is about managing cost. Less about science and
Innovation more about copying what others have invented and that
s a different culture fo manage”
wCANCER
ALLIANCE

AAAAAAAAAAA



AVAILABILITY

TRASTUZUMARB — Patent expired 2018

* IV application — Several biosimilars available globally.
WHO Prequalified.

« SQ application — patents valid till 2033

* SQ less cost for health system in general

* SQ easier for patient and less cost for fravel to freatment
centers
CANCER

\‘\/ALUANCE

AAAAAAAAAAA



AFFORDABILITY

BEFORE PATENT EXPIRY

« UNAFFORDABLE for most LMIC countries

» 2 Clone versions available — also unaffordable
* International freatment guidelines — 18 cycles
« Accrued sale income

* Launch SQ months before patent expiry and biosimilar
availability — distinct marketing strategy to retain market
exclusivity

CANCER

\‘\/ALUANCE

AAAAAAAAAAA



AFFORDABILITY — confinued

BIOSIMILARS

* More affordable than originator product.

« Still not affordable for most LMICs

» Infernational freatment guidelines changed to 9 cycles

* Originator still dominate market in Africa with basket of
services negotiated @ country level to keep biosimilars out
of market. Basket of services include CACX diagnostics
which is another strategy for market exclusivity as
elimination of CACX is high priority.

CANCER

\‘\/ALUANCE

AAAAAAAAAAA



OPPORTUNITIES FOR ACCESS

« Patients have a say in affordability of freatment

* Medicine Patent Pool as mechanism to promote
equitable and affordable access

* SQ should be considered as ideal product for LMICs to
promote affordability and access to tfreatment.

 Roche as example have Trastuzumab and Rituximalb SC
patents.

« Cancer incidence in Africa is increasing — that means we
need more affordable medicines.

CANCER

\‘\/ALUANCE

AAAAAAAAAAA



TRASTUZUMAB = FIRST SIGNIFICANT BIOSIMILAR FOR AFRICA

OPPORTUNITY

To GROW this market for the benefit of ALL

CANCER
ALLIANCE

AAAAAAAAAAA



CANCER
ALLIANCE

SOUTH AFRICA

NOTHING ABOUT US WITHOUT US —
INCLUDE US IN THE DECISION MAKING PROCESS

www.canceralliance.co.za

o @cancer_za @ @cancerallianceza o @cancerallianceza o @cancerallianceza
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Biosimilar medicines competition is Essential to
Achieve ‘GOOD HEALTH’ Globally by 2030

| TARGET 3-4|

REDUCE MORTALITY
FROM
NON-COMMUNICABLE
DISEASES AND
PROMOTE MENTAL
HEALTH

Ol af | &
13 oo 14 5= B15 ﬁm‘
Dl | &

UN Sustainable Development Goals (UN SDGs)

11

The aim is to achieve universal health
coverage, and provide access to safe and
affordable medicines and vaccines for all , ’

@

WHO Essential Medicines List 20231
expanded to include quality-assured
biosimilar medicines, incl. for cancer
treatment and supportive care

L EUuliiElsMbevacizumabMrituximab®trastuzumab]

enoxaparin, EPO, insulin & analogues,

=alellneg-filgrastim

» Complementary list infliximab, etanercept

Strong support for biosimilar policies as key
tool to reduce mortality by 1/3'4 from Non-
Communicable Diseases

B A N References: 1. WHO Model List of Essential Medicines July 2023 https://www.who.int/publications/i/item/WHO-MHP-HPS-EML-2023.02 Accessed Sept 2023
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Biosimilar medicine approvals covering more than 10
therapeutic have expanded, but access has not

Canada
USA
Mexico
Brazil
Argentina
European
Union

UK
Switzerland 9
Serbia (post-
Turkey Brexit)
Montenegro
Jordan

Saudi Arabia
Egypt

South Africa
Japan

South Korea 2 1
Malaysia (2022)
Taiwan
Australia
Singapore

Number of biosimilar
- approvals

mTmoOw>»

CAVLBOVOZIrAE="TIO0

Source of data: IGBA membership and National
Regulatory Authorities



== And Europe and North America dominate global biosimilar
uptake

2006 Since 2006, EU-approved biosimilar medicines have 2013 EU approved biosimilar medicines are
generated more than 4.5 billion patient days of clinical available in over 60 countries around

experience?! the world?

2023

% —_—
Between 2006 and 2013, patient access rose by 44%
following the launch of filgrastim?

The first biosimilar monoclonal Europe and U.S. uptake accounts

The first worldwide biosimilar

medicine (somatropin) was antibody (infliximab) was

for over 90% of the global
approved in the EU in 20062 approved in the EU in 20132

biosimilar medicines market3

Percentage of global biosimilar medicine by region

US: 42%

Europe: 52%

References: 1. IQVIA report Biosimilar competition in Europe (Dec 2022) Accessed Sept 2023. 2. EMA. European public access reports; 3. IQVIA, MIDAS MAT Q2 2023; 4. IQVIA, 54
MIDAS MAT Q2 2023; ATC1, Retail and Hospital; Biocomp, biosimilars only.



Additional specific current and future challenges
in biologic therapy

« Treatment with medicines depends on effective screening, diagnosis and availability of /
accessibility to specialist HCPs and Care units

« Treatment with medicines usually comes with or after other interventions (surgery,
radiotherapy)

« The proportion of available biologic therapies is very high

« Many innovative medicines under development are biologic therapies, some involve
new biotechnological platforms

« More and more biologic therapies are targeted therapies: highly beneficial for a subset
of specific patients

« Growingly, effective therapeutic interventions involve more than one biologic medicine
« The average new biologic medicine price continues to raise

 Healthcare systems are developing new funding models for biologic medicines given
their important weight in the overall healthcare budget

 Biotechnological manufacturing requires specific know-now and significant investment

NNNNNNNNNNNNNNNNNNNNNNN
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Ensuring sustainability through more value-
based pricing & procurement

Sustainable Procurement The Most Economically Widening the benefits for
Processes Advantageous Tender (MEAT)?! healthcare stakeholders
In Europe, an option for
Instead of solely focusing on smarter, more value-based For biosimilars, this can
price, the creation of a procurement decision making address security of supply,
sustainable procurement is already available. The Most reward ambitious
process that focuses on Economically Advantageous environmental, social, and
additional social and Tender (MEAT) is a method governance goals, and
environmental value is of assessment that calls for safeguard a transparent,
crucial. diversification of tender equal opportunity setting for
criteria. all suppliers.

Clearer guidance is needed to support member states in the interpretation and correct application of the public procurement directive.

1. European Commission (2022). European Health and Digital Executive Agency, Study on best practices in the public procurement of medicines: final report. [Accessed September 2023]

56



