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What is Cortellis?

Finding Global Market Access
Solutions content in Cortellis
Regulatory Intelligence
Cortellis added value

Live Demo

Wrap-up and Q&A



Unlock hidden insights and bring life to science

Make data-driven decisions with speed and certainty

Supporting your needs across the drug/device development lifecycle

&WOEIEIII"]E@‘@-$»

Clinical Development & Regulatory

Portfolio Strategy & Business Development

Generics Strategy & Development

<<<<< Data | Insights | Analysis | Benchmarking >>>>>
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What is Cortellis Regulatory Intelligence?

Cortellis Regulatory Intelligence includes over 240,000 official documents and exclusive value add
regulatory reports focusing on drugs and biologics covering over 80 countries and regions for drugs and

biologics and 74 for medical devices and IVDs.

Last updates
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Comparison Tables (18)

B Regulatory Intelligence Report (192)

500 B Regulatory Summary (263)

B Reference Document (3386)

Dec 14 Dec?1 Dec 28 Jan 04

2 Clarivate”

Use it to:

« Find up to date and historical
guidelines, regulations and more official
documents directly in Cortellis

. Consult exclusive value-add reports
that save time

. Compare similarities & differences of
key requirements across countries &
regions

. Understand a competitor product’s
path to approval

. Be notified when regulatory changes
take place - Alerts
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GMAS Content in Cortellis
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GMAS content migrated to Cortellis Regulatory Intelligence:
Commercial Attractiveness and Insights Library

PRG o«

Part of Clarivate

| Market Access Solution

Insights and analysis
by experts for experts

New! COVID-19 Dashboard (by the GMAS team)

GMAS delivers a clear understanding of the complex and evolving drivers of, and barriers to, successful global market access.

Geographic Focus

Dive in and out of 33 Country Summaries, each with 90+ Key
Performance Indicators (KPls), to quickly learn each market’s
unique commercial environment

Select your exact area of interest in the Country Analysis section
to view country-specific insight, including:

® Cost containment

® Pricing & reimbursement
® Healthcare systems

® Commercial outlook

® Pharmacoeconomics

® Market authorization
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Therapeutic Focus

Recommended
Rejected
Restricted

Scope therapy area opportunity across the globe with top-
level epidemiology, mortality, global burden of disease, and
managed entry agreement data

® Prevalence of ~60 major indications for ~20 countries

® Mortality & global burden of 50+ diseases for ~150 countries

® Managed entry agreement and outcomes-based contracting
database

Commercial Attractiveness

S LA
~

Benchmark global markets to discover differences and
similarities

@ Test out go-to-market strategy assumptions with the Global
KPI tool

Identify and rank your markets of interest by interactively
setting your own thresholds for quantitative metrics (50+ KPls)
for ~150 countries with the “Target Your Market” tool

Walk through the complex web of external reference
pricing with the “Reference Pricing” tool

Compare and contrast industry success drivers across
markets with the NEW “Market Driver Analysis” tool

Discover country-specific thought leadership—a library of
insight accelerators across 33 countries, built to fit seamlessly
into your workflow

Commercialization Outlooks

Pricing & Reimbursement Process Charts
Country Analyses

Country Archetypes

Global Market Access News Reviews
NEW Market Access Distilled

And much more
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Cortellis Home Page

Click panel to access Cortellis Regulatory Intelligence

6}‘;. Cortellis" Explore @ enBeth Wise

All Search Cortellis m Full Text Q

Advanced search | Structure search | Search history

CompetitNg Intelligence ~ -
Regulatory Intelligdgce Vo=
Regulatory |nteuige e has a new home Download Covid-19 Regulation Tracker Go to Regulatory Intelligence

Access all your usual content, tools andWgw functionalities.

All Regulatory

in 8 E [ ]

Comparison Tables Intelligence Reports Regulatory Summaries Source Documents Weekly Alerts Lil
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GMAS Content in Cortellis

Regulatory Intelligence Reports
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Confidential: Internal Use Only

Regulatory Intelligence Reports: 4 reports migrated from GMAS

Market Access Overview

Pricing and
Reimbursement : TR
Commercialization

Cancel ~ Apply

Outlook
Market Access Challenges
and Opportunities
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Market Access Overview

DRAC Mumber: 334332

Market Access Overview: Brazil

HTA and Reimbursement Value Drivers

Successful HTA review in Brazil hinges on proof of cost-effectiveness, but other factors such
as the relation with public policies and economic analysis from a society perspective can

also be considered.
Maxdco Colambla Chills Canzda Engtand Franca Ftaly

Clinicsl effectivensss - v v v " v Iy v
Cost effectivensss - v v v s ¥ - v
Unmet need ¥ v v ¥
Disease severty | End of Life considerations ¥ ¥ v
Level of innowation Rf‘ v ¥ ¥
Budgst impact / cost savings + ¥ ¥ ¥ ¥ v ¥ -
Impact on patient productivity

*  CONITEC prefers RCTs or systematic reviews.

«  Other factors that will be considered are relation with public policies and equity factors.

*  The economic evaluation will also consider production costs, and costs associates with loss of productivity and premature death.

High-cost drugs

manufacturer price.

* Preferred margin. Mationally produced products such as

Nationally produced drugs
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DRAC Number: 331332

2s for both public and private sectors. The
el of innovation.

es and always below the lowest price found {categories | & WI). NCEs presenting
es usad for the same therapeutic indication (category I} wil have the highest prices, while
= set taking in account the prices of other therapeutic alternatives through a cost-minimization

novelty in Brazil, and combination of active ingredients {categories I, IV & V).
1o consideration the average price of similar medicines, the sales of similar madicines, snd

ric {Category WlI). The price for generics will be =85% of the price of the reference drug.

ng prices, reflecting discounts. The acquisition of medicines is made through a tendering
scturer price.

= Many drugs subjected to price adjustment coefficient ({CAP). Some drugs used in the public sector are subject to an additionsl discount on the ex-

those produced through PDPs or technology fransfer agreements are eligible for preferrad
price margins, which may vary between 2% and 25% and are calculated based on the lowest price of the product found abroad.
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Pricing and Reimbursement flowcharts

Regulatory Intelligence Report
Deep dive analysis from Cortellis
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Pricing and Reimbursement Process: Brazil /

Category | — new patent-protected drugs that offer therapeutic improvement: price is set by \
externzl reference pricing.

Category || — me-too drugs: price is set by cost-minimization.

Category |l — mew presentations, in the same dosages form, of a drug already marketed by the sams
COMpany: price must not exceed the arithmetic mean of the prices of existing presentations of the
same dosaze form and strength.

Manufacturer
applies to CMED
for 2 price for a
new drug.

CMED assigns the
drug to one of &
categories.

Category IV — new presentations of a drug for 2 company or new presentation in 2 new dosage form
for 2 company: price must not exceed the average price, weighted by sales, of available
presentations of the drug that have the same active ingredients, strength, and dozags form.

Category V' — new presentations of 2 drug that is a new dosage form in Brazil or a mew combination
of active ingredients already available in Brazil: price must not exceed the lowsest price in any of 10

Marketing
authorization COMmparator countries.
Wgn'y W1 — generics: price must not exceed 65% of the respective reference product”s price. /
CONITEC - SCTIE 5CTIE
ensures the The full COMITEC CONITEC submits Based ':""I_F"-':"'- . reviews the zvaluatss 2l
Manufacturar documentation is committes reviews decision to public responses, ;D_\I_ITE“ report and decides recommendations
;!_e;rﬁ rs:.g':‘ complete, then the report and consultation (20 Fmends its . whether to direct and izsues 2 finzl
with CONITEC. performs 2 technica T days) 2nd svalustes 'ECC'TTE"d?E'Drs {if COMNITEC to judgment, which is
review of the i o necessary |, ratifizs them, hold blic blished in th
Swiew ohtne recommendations. the contributions. d izsues 2 finzl old a public publisned in the
submission. and issues 2 final report. hearing. Dou.

CMED = Cdmara de Regulagio do Mercado de Medicamentos [Pharmaceutical Market Regulation
Council}
CONITEC = Comissao Nacienal de incorporagtio de Tecnalegias no SUS [National Committ=e for

CONITEC's appraisals form the basis for biennial updates to the Relocio
Incorporation of Technologies in the Health System) Nocional de Medicomentos Essenciais (REMAME; Mational List of Essential

DOU = Digrio Oficial da Unido |Official Gozette of Brazil) Medicines).

SCTIE = Secretaria de Ciéncia, Tecnologio e insumos Estratégices |SCTIE, Secretariat of Science,
Technology, 2nd Strategic Inputs)

c Clarivatem © 201211 Clarivate



Market Access Challenges and Opportunities

2. Challenges for pharmaceutical companies
Ma rket Access Cha I Ienges a nd * Health spending as a share of GDP is much lower than in the United States and in a number of

i1¥i European markets.
0 p po rt un It 1€S * Access to many high-cost drugs in the public sector is limited to the compliance with strict criteria

defined in the treatment protocols.
* Despite changes in the approval process, approval of new drugs is still long.

1. Opportunities for pharmaceutical companies * The inclusion of drugs in the reimbursement list requires a clear advantage over the other

available treatments.

* Per capita health expenditure in Brazil is increasing, majorly due to the growing mortalit * The launch prices of patent-protected molecules take in consideration the prices in a set of
increasing number of prevalent diseases in the country. In 2018, Total health expenc countries of reference, and price readjustments are frequently below inflation.
about 8% of GDP wherein private spending accounted for 4.4% of GDP and public sp » Obligation to offer a discount (CAP) on the price of certain medicines

3.8% of the GDP.

Growing affluence will expand the patient population that is able to afford internation
medicines and will likely also increase the prevalence of disorders associated with we
obesity, type 2 diabetes, cardiovascular disease).

The increase in life expectancy will boost demand for treatments for geriatric ar
disorders (e.g., Alzheimer's disease, Parkinson’s disease, certain cancers). 1

Products developed through the Public-Private Partnerships are given preference in public

Drugs produced nationally are eligible to receive an additional preferred margin to t

based on their lowest price abroad.

As the world's sixth most populated country, Brazil represents the biggest market o — 8

Latin America for multinational pharma companies with value of US$ 24.3 hillion (2019).

* Continued resistance to further improvements in IP and draft proposals to ban secor l,\\5
polymorph patents.
* ANVISA’'S establishment of regulation (RDC 205/2017) on special procedures for the a IDRAC 329443

clinical trials, certification of good manufacturing practices, and registration of new dr
treatment, diagnosis or prevention of rare diseases, reducing the total evaluation time
months to an estimated 3 months. This resolution enables access to therapeutic optic

treatment of rare diseases in Brazil. _ _ High tax burden - Although Brazil's corporate tax rate is 15%, the country levies taxes on
* Efforts to fight the patent backlog, National Institute of Industrial Property’s (INPI) adopt companies in many other ways including on imports, exports, transactions, properties, services,
measures to expedite examination time and narrow the timeframe for issuina final income, and the pharmaceutical taxes are among the highest in the world. With a high tax burden,

that pharmaceutical companies need to invest a significant amount of money in human capital to
support the tax svstem and avoid penalties.
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Market Access Commercialization Outlook
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Market Access Commercialization
Outlook

1. Key factors for devising market access strategy

Healthcare coverage is universal

Brazil provides universal healthcare to its population through the Unified Health System; Sistema Unico
de Saude (SUS) as a social right under the constitution and spends 9.5% of GDP on healthcare spending.
The government pays about half of total health expenditures and slightly more than half are paid
privately. Out of pocket expenditures are high (53% of private health expenditures). Private prepaid
insurance accounts for 47% of private expenditures. Approximately 75% of Brazilian citizens rely solely
on SUS. Barriers in access and dissatisfaction with health services have prompted middle-income and
high-income households to seek private care.

Among world's largest pharmaceutical markets

In 2019, the Brazilian pharmaceutical market had the highest market value in Latin America with value
of USS 24.3 hillion. In 2018, Brazil pharmaceutical market ranked seventh in global market and dropped
to ninth in 2019. Pharmaceutical spending is expected to increase at a compound annual growth rate of
7% to 10% from 2018-2022.

Rapidly growing generics sector

Brazil created a generics industry in 1999 (Law 9787) in order to replace similares on the market with
products that had demonstrated bioequivalence and interchangeability with reference drugs. In Brazil,
there are 90 manufacturers of generics, responsible for more than 3,700 drug registrations that derive
more than 21,700 commercial presentations. According to the generics industry trade organization,
PréGenéricos, generics generated BRLS 11.2 billion (US$ 1.9 billion) during Oct. 2019-Oct. 2020. In 2020,
industry data calculated the generic sales in units, throughout the Brazilian pharmaceutical market, to
account for 38% of the total market (source: https://www.progenericos.org.br/mercado).
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Locating the Regulatory Intelligence Reports

Regulatory M1 Analytics Tools | | A Covid-19 Regulation Tracker
All Comparison Tables Intelligence Reports Regulatory Summaries Source Documents
Search
Search Advanced search
< Filter
Country/Region Topic Document Type Document Category Date All other filters
»2 | P Weekly Alerts Drugs &1
L
Ask the Expert
2021 2021 2021
Volume 27 Volume 26 Volume 25
B
21-Jun-2021 to 14-Jun-2021 to
25-Jun-2021 18-Jun-2021

Local Consultants

C Clarivate
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Locating the Regulatory Intelligence
Reports

Regulatory A" Covid-19 Regulation Tracker

All Comparison Tables Intelligence Reports

Browse

Filter by Country / Region

Drugs and Biologics

Brexit Tracker @

European Union

» FDA Citizen Petitions @

* FDA Petition Tracker

2 Clarivate”

» Compliance and Inspection Trackers

* FDA Inspection Report Directory and EudraGMDP
Non-Compliance Summary

* FDA Warning Letter Directory

» Global Market Access Insights

* Pricing and Reimbursement Flowchart
* Market Access Overview
* Market Access Challenges and Opportunities

* Market Access Commercialization Outlook

» Regulatory Authority Guideline Overview

* ASEAN Guidelines Implementation

* |International Scientific Guidelines adopted in
Australia

* GCC Regulatory Harmonization
* Guideline Matrices

* |CH Guidelines Implementation

International Agreements and Cooperation
Summaries

15
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GMAS Content in Cortellis

Regulatory Summaries
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Regulatory Summaries — GMAS content adapted from DRG Country
Analysis Reports to Cortellis Q&A format

* Pricing and Reimbursement

Overview

— Healthcare system
organization

— Pricing

— Reimbursement

— HTA

— Drug lists/formularies

— Cost containment
measures

2 Clarivate”

* Health Technology Assessment
Summary (20 countries)

Key stakeholders
Process and timelines
Clinical and economic criteria

Features such as scoping
process, horizon scanning,
evidence considerations
economic thresholds



Confidential: Internal Use Only

Pricing and Reimbursement Overview

every person and the duty of the state. The Law No. 8,080 of Sept.19, 1990 (IDRAC 522
the conditions for the promotion, protection, and recovery of health, the organization a
the corresponding services, and other measures. This law structure the Brazilian Natior
(Sistema Unico de Salide; SUS), ensuring universal access to health.

Q1.2 How is the healthcare system organized in this market?

Via a Beveridge healthcare model, Brazil offers its citizens universal healthcare throug|
Unico de Salde (SUS, National Health System), covering inpatient andoutpatient care f
private sector provide supplemental insurance. A private health sector (~25% of citize
supplemental coverage, mainly specialist care at private hospitals. Ratified on Oct. 5, !
Brazilian constitution guarantees universal healthcare to all Brazilians, with the activiti
government on health care based on multiyear plans approved by the national congres
periods. Current Brazilian Constitution led to the creation of the National Health Systen
No. 8080 of Sept. 19, 1990). Brazil relies on both public and private networks to deliver
people. With the new constitution, Brazil switched from a Bismarckian health model to
Law No. 8,080 of Sept.19, 1990 (IDRAC 52290) provides for the conditions for the prom:
and recovery of health, the organization and operation of the corresponding services, a
measures through SUS (Sistema Unico de Sadde). Brazil's public healthcare adheres to
model healthcare system, combining parts of private and public insurance, guaranteeir
healthcare to all citizens. The system is decentralized, with decisions made at a federz
municipal level.

Cities, states and the federal governmental are responsible to manage the SUS. The B
Normative 01 (IDRAC 30829) of 05-Nov-1996 (the operational normative of the SUS) er
decentralization process. The institutions of the SUS at the city level do not have to bel
government structure. They may be a state, federal or even private units hired by the ¢
management as a third party or a unit working under outsourcing agreements.

Order 1559 of 01-Aug-2008 established the Brazilian Policy of the SUS Regulation.

The healthcare services delivered by the SUS are universal, meaning that all the citizel
to use it. It is intended to cover all medical services and part of the medicine’s costs. P

[ - na [ ' — r L nooe
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Q2.1.4 What are the processes and timelines to determine a drug’s price and
reimbursement?

Brazil follows a separate process for pricing and reimbursement with the latter including health
technology assessment review.

Pricing

Following receipt of market authorization by the INVSA, a manufacturer will inform the CMED of
intention to launch a new drug or presentation, beginning the pricing and reimbursement process. The
CMED Resolution no. 2 of Mar. 5, 2004 (IDRAC 53728) (amended by CMED Resolution No. 4 of Jun. 15,
2005 (IDRAC 53718)(and for CMED Resolution No. 4, of Dec. 18, 2006 (IDRAC 84888)), establishes the
criteria for setting prices of new products and new presentations by the Pharmaceutical Market
Regulation Council (Camara de Regulacao do Mercado de Medicamentos; CMED) with reference to art. 7
of Law 10.742 of Oct. 6, 2003 (IDRAC 41408).

For drugs at launch, therapies are classified into six categories, further divided into two groups: new
molecules (Categories | and II) and new presentations (Categories I, IV, V and VI).

» Category I: new patent-protected drugs that offer an advance in efficacy and/or safety relative to
established treatments of the same therapeutic indication

* Category II: new products that do not have a patent or do not offer a therapeutic improvement
relative to established treatments (i.e., me-too drugs)

* Category llI: new presentations, in the same dosage form, of a drug already marketed by the
same company

* Category IV: new presentations of a drug for a company or new presentation in a new dosage
form for a company

* Category V: new presentations of a drug that is a new dosage form in Brazil or a new
combination of active ingredients already available in Brazil

* Category VI: new generic drugs

18
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Pricing and Reimbursement Overview

Reimbursement

For reimbursement under the SUS, the manufacturer and applicant can submit an application to the
National Commission for the Incorporation of Technologies in the Unified Health System (CONITEC;
Comissao Nacional de Incorporacdo de Tecnologias no SUS), created in accordance with Law No. 12,401
of Apr. 28, 2011. The agency is responsible for advising the Ministry of Health in the process of
incorporating, excluding or changing pharmaceuticals offered under the Brazilian National Health System
(Sistema Unico de Sadde; SUS). See CONITEC-FAQ, Flow of incorporation of technologies in the SUS

follows careful steps.

To deliver recommendations, the CONITEC considers evidence based on the analysis of
scientific evidence available in the literature on the efficacy, effectiveness, accuracy, a
pharmaceuticals, as well as on the evaluation of economic studies of these technologi¢
the perspective of the Unified Health System. Before issuing a final opinion on each tec
analyzed, CONITEC's reports are submitted to public consultation for 20 days. Contribut
population are organized and included in technical reports for analysis by CONITEC me
discussing the scientific evidence and contributions received, the CONITEC issues the fi
recommendation on the evaluated technology. The report with the final recommendatic
for decision by the Secretary of Science, Technology, Innovation and Strategic Inputs of
Health. The final decision of incorporation in the SUS is delivered by the Ministry of He:
complete process is completed within a period, not exceeding 180 days.

Timelines
180-270 days for both pricing and reimbursement. Pricing is typically accomplished in ¢
helow) while covered drugs must become available in the SUS within 180 days.

ANVISA's CMED timelines are as follows:
Product category Approval time (days)
landll 90

IV, V and Il 60

2 Clarivate”

Q2.2 Managed entry agreements
Q2.2.1 To what extent are managed entry agreements (MEAs) used?

Use of MEAs

Italy uses both financial-based and performance-based agreements extensively (source (IDRAC
304650)). Managed entry agreements negotiated between AIFA and pharmaceutical manufacturers have
been utilized in Italy since 2006 but are becoming increasingly common, particularly for innovative
therapies. These agreements are established on a case-by-case basis to facilitate public sector
expenditure and address uncertainties concerning a drug’s clinical results and/or budget impact.
Agreements include cost-sharing (i.e., a discount is applied to therapy for all eligible patients), risk-
sharing (a discount is applied for therapy for non-responder patients), pay-for-performance (i.e., a total
refund is applied to the initial cycles of therapy for non-responder patients), budget caps, price-volume
agreements (PVAs), and monitoring registries in order to manage uncertainty around utilization and cosl
effectiveness. Patient eligibility for treatment is typically monitored through the

registni farmaci sottoposti a monitoraggio and demands physician certification (and pharmacy
validation) that the patient meets the prescribing requirements for the drug. A main goal of the creation
of the registries is to provide data to support the evaluation of a drug’s clinical and cost effectiveness.
They track patient eligibility for drugs and treatment pathways in order to evaluate effectiveness and tc
gather epidemiological data. They also allow AIFA to monitor appropriateness of use according to
approved indications. The data is owned by AIFA, and manufacturers are responsible for covering costs
through maintenance fees. Registries in Italy span disease area such as anti-diabetics, oncology drugs,
orphan drugs and more, with oncology being the most common. Italy has the highest use of MEAs in
Europe, and as of March 2015, AIFA has established a total of 180 registries by drug and indication. In

R L e T e T e L LI Y e lrim mvnmem == Bl m T ommal mem = L e o |
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Health Technology Assessment Summary

The submission should include a Summary of Product Characteristics, European Public Assessment
Report, and up to three key clinical studies.

Q1 Health technology assessment use

For the health economic evaluation, the MAH should provide clinical, economic and epidemiological

Q1.1 Does this country perform a health technology assessment to determine the price data. All the data sources used must be described exactly, their choice justified and their suitability and
or reimbursement status of therapies on a national formulary/drug list? validity assessed. This involves scrutinizing both intemal and external validity. Data demonstrating
. added therapeutic benefit, should display technical characteristics of the technology; efficacy/
The Austrian Social Security (3V; Osterreichische Sozialversicherung) acts as both a payer and HTA body effectiveness; safety; health problem; and other evidence (e.g. patient aspects). In Austria, economic

for outpatient pharmaceuticals, supported by the Pharmaceutical Evaluation Board (HEK; Heilmittel

. - data is not systematically recorded or published. For this reason, health economic evaluations should
Evaluierungskommission).

refer primarily to data from the following sources:
Austria also performs health technology assessment via the Austrian Institute for Health Technology

Assessment (AIHTA). * Austrian data from cost calculations published in cost studies
ks * Globhal schedule of fees of the Central Association or a mixed tariff from several schedules of fees
Q1.2 Background and organization of HTA (e.g. Vienna, Upper Austria, Styria and Tyrol) or a tariff list from a regional health insurance fund

» All tariff and price lists of social insurance institutions, hospitals, care homes, rehabilitation
centers, geriatric centers, health spa clinics and chambers of physicians and pharmacists (e.qg. list
of products).

Q1.2.1 Who are the key decision makers involved in the HTA process in this country
and what are their responsibilities?

The Austrian Social Security (SV; Osterreichische Sozialversicherung) acts as both a payer and HTA body * LKF [Austrian DRG SYSt?m] list of F_’UbliC fund hospitals
for outpatient pharmaceuticals, supported by the HEK. * Data from cost calculation by hospitals

* Cost estimates from Delphi surveys
The Austrian Institute for Health Technology Assessment (AIHTA) assesses select pharmaceuticals and * Empirical surveys

replaced the Ludwig Boltzmann Institute for Health Technology Assessment (LBI-HTA) in March 2020. - Expert opinions %

01.2.2 What are the key features of this HTA system? . . . .
v Y Q2.2.2.2 What trial types are preferred, allowed, or discouraged in this country?
* Role of HTA: All drugs applying for inclusion on the outpatient positive reimbursement list for

public coverage must undergo 5V evaluation Preferred:
* HTA compulsory for reimbursement: 3V recommendations are binding and from the crux of a
reimbursement decision * Prospective, randomized controlled clinical trials with masked outcome assessment in a

* Decisions binding or recommendations: Binding

« Frequency of meetings fo assess therapies: As needed r'epr'esentf':\tive _population, large data or meta_-analyzes of such studies ) _
« Role of regional review: Not performed ' * Systematic reviews (e.g. Cochrane review) with meta-analyzes of numerous studies with large
« International collaborations: Austria is a member of both EUnetHTA and BeNeluxA patient numbers / numbers of patients, evidence of clearly defined endpoints that provide clear
* Role of horizon scanning: The Austrian healthcare system relies upon horizon scanning to indications for the population for which the recommendations are being made
monitor emerging therapies with notable clinical and budget impact potential, thereby allowing * Randomized controlled trials (RCTs), smaller data sets (fewer or smaller RCTs, or results
Austrian authorities to select products for early assessment. LBI notably conducts a Horizon inconsistent or study population does not match the target population of the recommendations)
Scanning in Oncology program. This project aims to support budget impact analysis for oncology
drugs. BeNelLuxA also continues to develop a horizon scanning database. Accepted:

* Influence on Pricina: Pricina is determined separatelv in line with Fl] averanes: however. the

2 Clarivate” 20
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Finding the Regulatory Summaries

= Filter
% Document Category Date Reset Filters

icing Reimbursement HTAs

Confidential: Internal Use Only

[] selectall e Clear all Sortby  Frequency v
Regulatory Procedures (30) Dossier Format and Submission (10) Compliance and Inspection (6) Pricing Reimbursement HTAs (6) Clinical Research (3) GXP (3) Manufacturing and Control (3)
Advertising and Promotion (2) Authorities and Organizations (2) Device Classification (2) Fees (2) Generics and Biosimilars (2) Import Export (2) Legislative Framework (2) Packaging and Labelling (2) Numb
7921
Pharmacovigilance Technovigilance Risk Management (2) Prescription Requirements (2) Environment (1) GCP (1) GDP (1) GMP (1) Orphan Products (1) Pediatrics (1)
Cancel Apply
31862
T RS S —
09-Jul-2021 v us Pricing and Reimbursement Overview This document explores the pricing and New on 09-Jul-2021: USA English 331783
reimbursement landscape for the United
en (RS ) States, organized in a question and answer
09-Jul-2021 v us Health Technology Assessment Summary This report examines how the United States New on 09-Jul-2021: USA English 331465
examines therapies for pricing and/or
B (=) reimbursement, including clinical and
09-Jul-2021 v UK Health Technology Assessment Summary This report examines how the United New on 09-Jul-2021: United Kingdom English 331442
Kingdomexamines therapies for pricing
B (Teh) and/or reimbursement, including clinical
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Finding the Regulatory Summaries

Hungary, India, Indonesia, Iraq, Ireland, Israel, Italy,
Japan, Jordan, Kenya, Latvia, Lebanon, Lithuania,

Regulatory /¥ Covid-19 Regulation Tracker Malaysia, Mexico, Morocco, Netherlands, New
Zealand, Nigeria, Norway, Panama, Peru,

. . i Philippines, Poland, Portugal, Romania, Russian
All Comparison Tables Intelligence Reports Regulatory Summaries Federation,Saudiﬂ«rabia,Ser'bia,smgapore,
Slpvakia, Slovenia, South Africa, South Korea,
S&in, Sweden, Switzerland, Taiwan, Thailand,
Tunisia, Turkey, USA, Ukraine, United Arab Emirates,
United Kingdom, Venezuela, Vietnam

Browse Search

Filter by Country /Region Advertising and Promotion Regulations ®
Algeria, Argentina, Australia, Austria, Belgium,
) ) Brazil, Bulgaria, Canada, China, Czech Republic,
Q Drugs and Biologics Denmark, Egypt, European Union, Finland, France,
Germany, Hungary, India, Irag, Israel, Italy, Japan,
Jordan, Kenya, Malaysia, Mexico, Morocco,

> Authorities and Organizations @ Netherlands, Nigeria, Norway, Poland, Portugal,
* Competent Health Ministries and Regulatory F{oman_ia, Russian Eederation, Saudi Aral?ia,
Agencies | Country Summaries ) Slovakia, South Africa, South Korea, Spain, Sweden,
Switzerland, Taiwan, Tunisia, Turkey, USA, United

Arab Emirates, United Kingdom

» Market Access Guidance @

* Pricing and Reimbursement Overview

* Health Technology Assessment Summary
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Cortellis Value Add
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GMAS Content in Cortellis

Comparison Tables
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Pharmaceutical Pricing and Reimbursement Overview

Country/Region

Argentina

Australia

Austria

Belgium

Brazil

orld evidence

ient process,
in the

| for reviewing a
1ent decision of a
Years.

reimbursement

svidence is used,
in the
nt process.

svidence may be
reimbursement
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Estimated timelines for pricing
and reimbursement

60-120 days.

270 days.

90-300 days.

180 days.

180-270 days.

Use of managed entry
agreements

Mot commonly used.

Primarily financial ones (risk-

sharing agreements).

Primarily financial ones.

Primarily financial ones.

Mot commonly used.

Use of external reference
pricing

Mot formally used.

Mot formally used

Formally used for price
setting.

nfarmally used for price
sefting.

Formally used for price
sefting.

Main drug list or formulary

Mational Drug Formulary.

The Pharmaceutical Benefits
Scheme (PBS).

Reimbursement Code (EKD;
Erstattungskodex).

Mational List of Reimbursable
Medicine.

Mational List of Essential
Medicines [Relacdo Macional

Compare key data
across countries and
regions

Key cost-containment
measures

« Emerging use of health
technology assessments.
» National policy to promote

» Price ceilings.
» Price cuts.
» Rizk-sharing agreements.

» External reference pricing.»
HTA and
pharmacoeconomics.s

HTA and
Pharmacosconomics.
Reference pricing.

« Price caps. » Mandatory
rebates/discounts. «

Pricing and Reimbursement
Flowchart

Pricing and Reimbursement
Flowchart

Pricing and Reimbursement
Flowchart

Pricing and Reimbursement
Flowchart

Pricing and Reimbursement
Flowchart

Pricing and Reimbursement
Flowchart
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Health

Technology Assessment Overview

Abstract

This subject provides key features of the use of health technology assessment in select geographies, including preferred comparator, economic models and thresholds for cost-effectiveness.
Links to related Regulatory Summaries and quoted reference documents are included for additional information.
This comparison table covers 20 countries. Coverage is currently limited to these countries in alignment with Regulatory Summary new content ~

Last Updated Date

12-Jul-2021

Global Comparison

Y Apply Filters
Country/Region

wrgentina

Australia

Austria

Belgium

Brazil

2 Clarivate”

Health technology assessment
stakeholders

- Instituto de Efectividad
Clinca y Sanitaria (IECS;
nstitute for Clinical -

The Pharmaceutical
Benefits Advisory
Committee (PBAC) and its s

- Austrian Social Security
(5v; Osterreichische
Sozialversicherung).-

- National Institute for
Sickness and Disability
nsurance (INAMI/RIZIV).

Comissdo Nacional de
ncorporagdo de
Tecnologias no SUS -

HTA compulsory or not

Compulsory

Compulsory in most cases.

Compulsory.

Compulsory

Compulsory

Role of horizon scanning

ndirectly used. CONETEC,
issues proposals for
technologies to evaluate .

HealthPACT provides
early assessment of
emergent technologies to

Used to monitor emerging
therapies with notable
clinical and budget

Both nationally and as part of
BeNeluxA.

CONITEC highlights the
need to rely on horizon
scanning to optimize the .-

Opportunities for early
engagement from industry

Mo opportunities.

Pre-submission meetings
can be requested by the
manufacturer to increase ..

Mo opportunities.

Manufacturers can
engage with the CRM
earlier in the -

No opportunities

Trial data and evidence
accepted

- Randomized controlled
trials (RCTs)
- Observational studies

- Randomized trials with
direct comparison of
intervention and

- Randomized controlled
trials - Systematic reviews
- Non-randomized or

- Randomized-controlled
trials.- Systematic review
of the existing relevant

- Randomized controlled
trials
- Meta-analysis of indirect

Compare key data
across countries and
regions

Preferred comparator

Routine care/most commonly

prescribed therapy.

Therapy to be replaced.

Standard of care.

Therapy to be replaced.

Routine care/most commonly

prescribed therapy.

My Regions (7

Economic models used

- Cost-utility
- Cost-effectiveness
- Budget impact

- Cost-utility
- Budget impact
- Cost-minimization

- Cost-effectiveness
- Cost-minimization
- Budget impact

- Cost-utility
- Budget impact
- Cost-minimization

- Cost-utility
- Cost-effectiveness
- Budget impact
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Confidential: Internal Use Only

Finding the Comparison tables

Regulatory i Analytics Tools | A Covid-19 Regulation Tracker
All Comparison Tables Intelligence Reports Regulatory Summaries Source Documents
Search
Search Advanced search
= Filter
Country/Region Topic Document Type Document Category Date All other filters
® o | P Weekly Alerts Drugs &1
<4
Ask the Expert
2021 2021 2021
Volume 27 Volume 26 Volume 25
r
21-Jun-2021to 14-Jun-2021 to
25-Jun-2021 18-Jun-2021

Local Consultants

c Clarivatem © 202271 Clarivate



Finding the Comparison tables

» Product Information @
Reg ulato ry ¥ Covid-19 Regulation Tracker

Packaging - Labeling

All Comparison Tables Intelligence Reports
» Clinical Research @
Browse Clinical Trial Application and Ethics Committee
Expected Authority Review Times
Clinical Trial Application: Local Requirements
@ Drugs and Biologics Clinical Trial Registries and Results Disclosure
s Investigational Medicinal Product (IMP) Labeling
» Authorities and Organizations @
Regulatory and Governmental Bodies
» Quality Assurance @
Iranspar'ency
GXPs
» Legal Definitions and Marketing Requirements @
Biosimilar Products » Market Access Guidance @

Generic Products :
Health Technology Assessment Overview

Pharmaceutical Laws and Regulations ) . i
Pharmaceutical Pricing and Reimbursement

Pharmacopoeias Overview

2 Clarivate” 28
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Confidential: Internal Use Only

View official documents directly in Cortellis

* Laws establishing pricing rules/authorities

* Regulations over international reference pricing (e.g. basing the
price you pay on what other countries pay

* Laws/decrees/public presentations on the healthcare system
organization

* Laws/decrees establishing HTA or reimbursement processes
* Guidelines for submitting applications for P&R

* Approval documents for 7 countries/regions

2 Clarivate”



View official documents directly from Cortellis

Summary

Abstract
The document outlines the general method for assessing medical technologies for reimbursement in France. Itincludes details on scoping, literature
consulting the working group, peer review, report validation, and

-

Reason for Update

New on 09-Jul-2021:
Please note that the delay in document addition is due to a recent scope extension.

Last Updated Date cceptance Date Source Publication Date
09-Jul-2021 Jun-2007 14-Jun-2007
Document s
None English .
f= Download PDF e E

¥ GENERAL METHOD FOR
ASSESSING HEALTH
TECHNOLOGIES

1 ping
2. Literature search and H
analysis of scientific daia )

3. Writing the draft report HAUTE AUTORITE DE SANTE
4. Consulting the working

group
5. Peer review GENERAL METHOD FOR ASSESSING HEALTH TECHNOLOGIES

6. Report validation

7. Publication Health technology assessment (HTA)' is "any process of examining and reporting properties
of a medical technology used in health care, such as safety, efficacy, feasibility, and
indications for use, cost, and cost effectiveness, as well as social, economic, and ethical
consequences, whether intended or unintended"? (Institute of Medicing 1985). Its aim is to
inform public decision-making by providing an opinion with supporting evidence, taking
account of all aspects of the topic concemed.

HAS" health technology assessment method is based on a critical review of scientific and
technical data, experts' opinion and, if necessary, on a survey of practice and an analysis of

2 Clarivate” 50
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Confidential: Internal Use Only

Cortellis value-add: functionality

* Dynamic Search — keywords and filters help you locate documents
quickly and easily

* Email alerts — never worry about missing an update again

* Cortellis Regulatory Intelligence Mobile App — receive updates on
your mobile device

* Includes all legacy Cortellis Regulatory Intelligence reports

* Access all Cortellis modules from one platform — Competitive,
Clinical Trials and so on (as permitted by your subscription)
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Dynamic Search

Regulatory = All Results

270 results for ‘"budget impact"’

Tir

ch to Comparison Tables

Refine Search -~

"budget impact"

= Filter
Country/Region Topic Document Type Document Category Date All ather filters
@B Side by Side Viewer
I3 customize Columns 7 tSorted by Relevance
Summary Title
May-2007 I CA PMPRB Guidelines: Budget Impact Analysis Guidelines
(Guidelines for Conducting Pharmaceutical Budget
& | RD ) Impact Analyses for Submission to Public Drug Pl
Jan-2012 v BR Methodological Guidelines: Manual Budget Impact
Analysis for the Health System in Brazil, Jan-2012
PT ) (RD)
15-Jan-2021 v ER HAS Guideline on the Format of the Technical Report
for Budget Impact Analysis - Supporting Document for
R ) (RO | the Submission of a Dossier for Budget Impac
_—

Showing 1-10 of 270 results

Abstract

For Canada's public drug plans, budget
impact analysis (BIA] is a tool used to
predict and understand the potential

This document by the Ministry of Health
provides guidelines for pharmaceutical
companies undergoing budget impact

Thisstandard document is intended for
manufacturers who submit a budget impact
analysis (BIA) in addition to an efficiency

Guidaling: 2 ic Guidaling fac it . < il i

2 Clarivate”

S —

318 results for “"horizon scanning™’

il

Refine Search ~

"horizon scanning”

= Filter

Country/Region Topic

d B Side by Side Viewer

I3 customize Columns 7

Summary

Oct-2004 | (v
en ) (RD )

15-Dec2017 ) (v
eN ) (RD )

19-Sep-2017 ) (v
EN ) ([ RD )

ch to Comparison Tables

Document Type

Document Category Date

tSorted by Relevance

Title

Canadian Coordinating Office for Health Technology
Assessment (CCOHTA): Canadian Optimal Medication
Prescribing and Utilization Service COMPUS - Even

14th Joint European Medicines Agency/European
Network for Health Technology Assessment Dialogue
Meeting Held on 15-Dec-2017

European Medicines Agency - Payer Community
Meeting Held on 19-Sep-2017

All other filters

Showing 1-10 of 318 results

Abstract

CCOHTA's Canadian Emerging Technologies
Assessment Program (CETAP) is a national
horizon scanning program. It alerts decision

This document provides information on
lath Joint European Medicines
Agency/European network for Health

This document provides information on
European Medicines Agency - Payer
Community meeting held on 19-Sep-2017.1t
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Weekly Alert — non-customizable update bulletin direct to your email

Cortellis Regulatory Intelligence Weekly Alert - Drugs and Biologics - Volume ... =

[<
Cortellis Alerts <cortellis.alerts@clarivate.com= 19>
1o Sun 8:39 PM

e Cortellis Weekly Alert - Drugs and Biologics - 2021 Volume T.html
2 MB

Dear Cortellis Regulatory Intelligence User,

Please find attached our Weekly Alert - Drugs and Biologics, 2021 Volume 7 of 08-Feb-21 - 12-Feb-2021.

The Cortellis Regulatory Intelligence Weekly Alert provides you with a survey of the Global Regulato dscal| PRODUCT NEWS

highlighting the latest documents added to Cortellis Regulatory Intelligence.

The Corfellis Regulatory Intelligence Team
2021, Volume 7 of Moi
Subscription

If you no longer wish to receive this email alert, Regulatory Emails - Weekly Alerts can be switched off in My Pr
when logging into Cortellis.

International (2

EUROPE
This email alert has been sent to you as part of your subscription or because you have registered to receive it. European Union (144
add us to your address book or 'Safe Senders List' to guarantee receipt of our emails. E:‘E#a(ﬂl

Belgium (2)
About Clarivate Analytics Bulgaria (3

Croatia (3)

Clarivate Analytics accelerates the pace of innovation by providing trusted insights and analytics to customers d | ¢,

world, emabling them to discover, protect and commercialize new ideas faster. Formerly the Intellectual Property | czech Repubiic (1
Science business of Thomson Reuters, we own and operate a collection of leading subscription-based services| E;"c‘;';”(”‘

on scientific and academic research, patent analytics and regulatory standards, pharmaceutical and biotech intq | asia_paciFic
trademark protection, domain brand protection and intellectual property management. Clarivate Analytics is now | asean

independent company with over 4,000 employees, operating in more than 100 countries and owns well-known glu‘fn‘::'i‘{m)

that include Web of Science, Cortellis, Thomson Innovation, Derwent World Patents Index, CompuMark, MarkM | 100 kong 6

and Techstreet, among others. For more information, visit clarivate.com. LATIN AMERICA
Mercosur

© 2021 Clarivate Analytics Hromiing

Algeria (1)
Egypt
Irag

and training

AFRICA - MIDDLE EAST
Gulf Cooperation Council

on Register

08 February to Friday 12 February 2021

ELLIS REGULATORY INTELLIGENCE ESSENTIALS (DRUGS & BIOLOGICS):

USA (83)

Finland (9)
France (9)
Germany (7)
Greece (1)
Hungary
Iceland
Ireland (5)
Italy (4)
Latvia
Lithuania

India (2
Indonesia
Japan (11)
Malaysia (9)

Brazil (7
Chile (2)

Colombia (2)

Israel (7)
Jordan (3)
Kenya
Lebanon

Canada (18)

Luxembourg

Malta

Netherlands

Norway (8)

Poland (2)

Portugal

Romania

Russian Federation (8]
Serbia (4)

Slovakia (8)

New Zealand (2)
Philippines (1
Singapore
South Korea (5)

Costa Rica
Guatemala
Mezxico (1

Morocco
Nigeria

Saudi Arabia
South Africa (7)

Slovenia (2

Sweden (1)
Switzerland (12)

Ukraine (2)
United Kingdom (5)

Thailand (3

United Arab Emirales

2 Clarivate”
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ADCOMM Advance and ADCOMM Bulletin emails

AdComm Bulletin - Drugs and Biologics - Harnessing Real World Evidence to Improve Safety Assessments of Pediatric Cancer Drugs

Cortellis Alerts <cortellis.alerts@clarivate.com>
To

218 KB

Harnessing Real World Evidence to Improve Safety Assessments of Pediatric Cancer Drugs.pdf
PDF
——1

L Q

A

Dear Cortellis Regulatory Intelligence - Drugs and Biologics User,

Today's AdComm Bulletin - Drugs and Biologics is attached.

This FDA Advisory Committee Meeting Summary is also available from Cortellis Regulatory Intelligence.

The Cortellis Regulatory Intelligence Team

Subscription

If you no longer wish to receive this email alert, Regulatory Emails - FDA AdComm Alerts can be switched off in My Pr¢

This email alert has been sent to you as part of your subscription or because you have registered to receive it. Please

Note

Users will receive duplicate alerts when FDA Advisory Committee meetings cover both Drug and Medical Device conte

Devices and IVDs content.

2 Clarivate”

AdComm Bulletin 2 Clarivate
Read it first. Read it fast. Analytics

The latest developments from US FDA May 12, 2021
Meeting Begin Time: 12:00 p.m. | End Time: 4:20 p.m.

drug, biologic, and medical device
advisory committee meetings.

Today's
Headline:
Harnessing
Real-World

rdence to
Impr Safety
Assessments of
Pediatric Cancer
Drugs

There was no farmal vote during this “particular matters” meeting of the Pediatric Oncology
Subcommittee of the Oncologic Drugs Advisory Committee {PedsODAC). Panelists discussed
the advancement of pediatric safety assessments of oncology drug products in children
through the I- i (IDRAC 291580) (RWE) for regulatary
use in pediatrics and real-world data (RWD) rescurces.

The PedsODAC considered the potential of existing and future RWD resources that may provide
RWE to support pediatric cancer drug development programs. Panelists said that RWE has the
potential to enrich the characterization of rare molecular subtypes of pediatric cancers,
ultimately informing regulatery decision-making. Current limitations include the quality of the
datasets (e.g., genetic datasets) used to improve predictions of response and identify
biomarkers for future clinical trial risk stratification. The PedsODAC recommended expanding
studies to include functional genetics, which would enhance targeted therapies far patients.

Using the European Union’s (EU's) General Patient Data Regulations (GPDR) as a model, the
FDA asked panelists to discuss the real and perceived limitations of RWE from existing and
developing registries in the development of drugs to treat pediatric cancer, PedsODAC
members expressed concerns that the GPDR data may be highly restrictive, and that these
strict regulations could limit access to data. They also highlighted patients’ right to erase their
data, which could neaatively impact studies, particularly those with small populations.

orward |Z

12/2021 6:25

our emails.

Aedical
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Cortellis value add content

* Trial requirements for a country - affects what evidence you need
to put forward

* Timelines for regulatory approval - affects when to file a P&R
submission

 Early access/compassionate use programs - can you get those
drugs reimbursed?

* Product approval documents for seven countries/regions - US, EU,
China, Japan, Taiwan, Brazil and Canada
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Live Demo
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Customizable email Alerts
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Cortellis 2 Clarivate

REGULATORY SEARCH ALERT

Your DAILY alert contains information that was updated on 02-Aug-2021

Name: P&R Source Docs Alert
Owner: Beth Wise
Contact: beth. wise@clarivate com

2 new 2 updated 4 total.

MEW - SINCE LAST ALERT
2 Reports were new to your results set in this time period.

Analytics

03-Aug-2021

View in Cortellis

Lebanon - Decision No. 893: Pricing of Locally Manufactured Sera, 16-Jul-2021

The Ministry of Public Health published this decision to inform the
industry that the following pricing requirements are applicable to all
sera products manufactured locally:

Abstract - for the distributor: a maximum of 7% margin should be applied to the
ex-factory price approved by the MoPH;

- for the pharmacist (private or in hospitals). a maximum of 20%
margin should be applied to reach the proposed price and within 80%
of USD price applicable in reference countries, validated monthly by

the MoFH.
Reason for Update Mew on 02-Aug-2021:
IDRAC Number 333739 ‘ Document Date | 16-Jul-2021

Document Category | Reference Document

Document Type Decision

Regulatory Version | Mone ‘ Languages | Arabic

Japan - Notification: HPE Mo. 0730/1, PSEHB/PED Mo. 0730/4: Handling of Off-label
Use of Ethical Drugs Used in Fertility Treatment, 30-Jul-2021

This notification announces application of medical insurance and
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Regulatory Intelligence Alerts mobile app

Get notified of changes daily on your mobile device
— Download the app now - Apple: https://apple.co/2MeV2jC Android: http://bit.ly/2YIOv7e

2 Clariv

3
° O . . .
L4 ] e
of it airtel = 518 FPM @ 73 =) 0906ks 5 W 4 B wil Airtel = @D 2:01PM ail Airtel B 500 eN
| I ¢ Back SignIn i
S New & Create Alert
o ™
‘ @ Cortelhs Sign in to continue with your Cortellis S
account T alerts Sort Edit roduct Category | ,
— Medical Devices and IVDs Q
d . . . - - Ly
Regulatory Intelligence Alerts { = emoiladdress GUI-July24 |
Medical Devices and [VDs ~
¢ Drugs and Biologics )
Understand the impact of @ UsA ? & 8 ~
regulatory changes on the go. @ Password ® » M
Topic
Forgot password? m ® Mobile Alert 2019-07-17 Tobar Active Pharmaceutical Ingredient O
08:05:37.451000000
Drugs and Biologics
B B > Device Classification O
Institution or company signin (SS0) # All Countries
* N/A s
Enter company name More topics >
H i i TODAY i
| have a Cortellis account L] Dru:gs and Biologics,Medical Country/Region
Devices and IVDs 1
By signing in, you acknowledge and agree to our Terms of Drugs and Biologics,Medical Devices .
o and Privacy Statemer Austria
I do not have a Cortellis account Use and Privacy Statement. and IVDs N ()
Need help? Contact Cortellis Customer Care. @ Germanw. Hogz Kone Portuzaland 77
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‘ g
Favorites Alerts Profile
Document Type
~
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https://apple.co/2MeV2jC
http://bit.ly/2YIOv7e

How can | access Cortellis?

Accelerate life sciences
innovation

Cortellis unlocks hidden insights in data and accelerates
innovation through a suite of life science intelligence solutions
spanning discovery and clinical development through
regulatory submission and commercialization.

Current subscribers can log on to the right.

Not yet a subscriber?

Learn more

2 Clarivate”

© Cortellis’

Sign in to continue with Cortellis

Email address

Forgot Password?

|

Register

|

|

ﬁ Sign in with SSO

|

By signing in, you acknowledge and agree to our

Terms of Use and Privacy Statement.

Need help? Contact Cortellis Customer Care.

System Requirements

Go to this URL

Enter your email address

If you can’t find the
Clarivate email with your
password, click Forgot
Password to reset

Contact Customer Care
from this link
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Managed Entry Agreements — now in Context Matters

2 Clarivate’ | DRG Context Matters

Notifications @ | User Guides v Glossary Abbreviations Support Sign Out Beth Wise &

Diseases Drugs Countries Companies

dition, drug, manufacturer

n Quick Search: Enter an agency, dise

Welcome to the Market Access Platform! Chart: Decisions by Agency

Congratulations on gaining access to the
comprehensive data model which
integrates drug development (clinical trials
and regulatory decisions) and market data

(health technology assessments) to deliver -
a unigue and multidimensional perspective | -
to understand and solve the challenges of 2 900 ] mm BB [ ] -
global market access. 2 - B = ——

o & o m .
Quick Links = 600 -

s N = — |
Quick Start Guide = = . - S L - [ |
Tutorial: Creating a Drug Narrative g [ = 1 [ L . . —— - =
Tutorial- Impact of PROs on 300 = - - = - - — ——
Reimbursement Decisions —— B O — - - . —
— —] 1
Glossary B am N - B =
Acronyms 0
’ 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021
Il cADTH I HAS B HRA M QWG P NICE B PBAC M svic I TLV 172 p

2 Clarivate” 0
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Managed Entry Agreements — now in Context Matters

2 Clarivate” ‘ DRG Context Matters

B

2. Click Managed
Entry Agreement

Clear Search Parameters
Data Depth @

%

Event Type (3)

Managed Entry Agreement

3. Apply additional
filters as required

2 Clarivate”

Label

Reimbursement

Disease Condition (62)

Therapeutic Area (21)

Drug Name (235)

Brand Name (405)

Search

Chart = Showing 100 of 956 Results

Notifications @

Diseases

User Guides w

Drugs

Glossary Abbrevi

1. Select Search

ations Support Sign Qut

Countries Companies

1

Canada

Canada

Canada

Canada

Canada

Canada

Canada

Scotland

Scotland

Ovarian Cancer

Non-Hodgkin's
Lymphoma

Prostate Cancer

Non-small-cell
Lung Cancer

Multiple
Myeloma

Urothelial
Carcinoma

Multiple
Sclerosis

HIV - Adults

Chronic
Lymphocytic
Leukemia

Zejula

Polivy

Lynparza

Alunbrig

)
0

arclisa

Bavencio

Arzerra,

Kesimpta

Pifeltro

Calguence

niraparib

polatuzumab

vedotin

olaparib

brigatinib

isatuximab

avelumab

ofatumumab

doravirine

acalabrutinib

GlaxoSmithKline = Financially Price
(GSK) based reduction
Roche Holding Financially Price
AG based reduction
\straZeneca Financially Price
e N based reduction
Takeda
) Financially Price
Pharmaceutica : )
. based reduction
Company Limited
Sanofi Genzyme T Inancially Price
e based reduction
Stizer Inc Financially Price
' based reduction
Financially Price
MNovartis AG ’
" based reduction
Merck Sharp &
Dchm:.ﬁol_p Financially ~ Not
) ¢ Lorp. based disclosed
(MSD)
\trazenecs Financialy  Not
e N based disclosed
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* What s Cortellis?

* Finding Global Market Access Solutions
content in Cortellis Regulatory Intelligence

* Cortellis added value

* Live Demo

*  Wrap-up and Q&A

2 Clarivate”



Get assistance with the new interface

Click on the question mark at the bottom of the screen

In-product Resources & updates Contact us — contact Customer

guidance to ..o 0 Support through Live Chat

walk you available 24/5, Phone or Email
Cortellis guided tours

through the Regulatory guided tours — walk

Changes Regulatory guided tours through the new Interface

freiming resaurees Training resources — recorded
Live chat and help tralnlngS, QU'Ck GUIdES and
short videos

Suggest a feature

3 Tools
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Thank you...questions?

Beth Wise
Beth.wise@clarivate.com

© 2021 Clarivate. All rights reserved. Republication or redistribution of Clarivate content, including by framing or similar means, is prohibited without the prior
written consent of Clarivate. Clarivate and its logo, as well as all other trademarks used herein are trademarks of their respective owners and used under license.




