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Published: July 2023

Launch Excellence VIII

Report summary

Launch Excellence VIII picks up the post-Pandemic story for innovative prescription
medicine launches, taking the story right up to the end of 2022 across specialty and non-
specialty launches from all therapy classes with innovative launches in 8 key markets:
the US, Germany, France, Italy, Spain, UK, China and Japan.

We examine how the fundamental rules of Launch Excellence have changed for the
launches of 2020 onwards: the Pandemic added incremental challenges to achieving
Excellent launch performance, and caused system changes to healthcare provision,
healthcare professional engagement and healthcare budgets.

IQVIA previously identified three areas for incremental launch focus in the new
environment as the “Three Pillars of Post-Pandemic Launch Excellence”. These pillars
continue, but also evolve: early preparation of health systems to adopt new launches
becomes even more important in resource constrained environments. Pharma must
broaden its value proposition and engagement for new launches to meet wider health
system needs.

Key findings

» Launch sales uptake in the first six months and beyond is still below that of pre-
Pandemic launches — in fact, for the 2022 launches, it is lower than for the 2020 and
2021 launches

* The six month window, the rule we have consistently found that 20% or fewer of
launches make a significant uptake improvement after 6 months on the market, still
holds for the launches from 2020 onwards, with only a slightly better prognosis

» Launches see lowered interactive engagement volumes with HCPs in most markets;
however, the launches which are commercially Excellent by our criteria achieve higher
interactive engagement volumes than non-Excellent launches
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Performance of innovative launches pre- versus post-COVID-19

Median cumulative sales for innovative launches across the top 8 markets
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* COVID-19 vaccines
and treatments

* Hep C products

Months since launch

There is a gap in health system capacity which must be addressed to allow
new launches to reach their full potential

4 N\
Increasing demand from Healthcare system stress,
innovation exacerbated by the pandemic
« Transition to specialty and orphan launches » Staffing issues: resignation and burnout

with more complex patient journeys - Backlogs linger
+ Increase in highly resource intensive and % « Undertreatment of conditions
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Success multiplied: Launch Excellence for Multi-Indication Assets

Sequencing strategy archetypes for multi-indication launches

Report summary

Multi-indicationality offers commercial opportunities, but also presents strategic and
operational challenges, such as deciding which indications to prioritise, optimal pricing
strategies, and resource allocation. Despite these challenges, multi-indicationality has
significant benefits, such as long-term revenue potential and leverage in payer
negotiations or pan-indication synergies..

Launching a drug in multiple indications requires consideration of the "narrow-first" vs.
"broad-first" sequencing strategies. The former approach allows for demonstrating
superior outcomes in defined patient segments, generating real-world evidence and
securing favourable pricing, while the latter maximises early revenue opportunities.

Getting the indication rollout right is crucial, with considerations towards unmet needs,
differentiation of benefits, supporting evidence, market competition, speed of indication
and launch consistency.

Pharma companies must aim for high performance consistency across the rollout of
subsequent indications and countries to maximise the potential of a pipeline in a
products.

Key findings

+ Indications: launching in rapid succession without overstretching the organisation
* Pricing: innovative approaches anticipating impact of future rollouts

» Compelling evidence: sustained evidence generation and dissemination across all
launches

» Adequate resourcing: competitive investments sustained across all launches

» Focused organisation: Maintaining momentum through optimal governance structure
to enable consistent execution
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Sales

‘Narrow first’
First launch in smaller sub-population(s) or indications

Ind. 4

Time

Cumulative patient opportunity

Sales

‘Broad first’
First launch in the broadest population or indication possible

Ind. 1 Ind. 2 Ind. 3 Ind. 4

Cumulative patient opportunity

Time

Case examples: What multi-indication launches have done

Indications sequencing
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Transcending the Traditional Focus of Oncology Commercialisation:
How to succeed in an increasingly unforgiving oncology marketplace

Report summary

The oncology market is expected to continue growing at a rapid pace, driven by a high
level of innovation and competition. At the same time, the space is characterised by
significant complexity and challenges, including fragmentation of the market, shorter
exclusivity periods, and the need for more complex, integrated launches. Additionally,
post-pandemic customer expectations have changed, and healthcare systems are under
significant budgetary and resource strain.

To succeed in this environment, companies must master the four key pillars of the new
go-to-market model and crucially must understand in which specific market context they
operate to determine how to apply these four key pillars. The market context is
categorised into two archetypes primarily defined by their maturity: ‘hypercompetitive’
and ‘underdeveloped’.

The four pillars consist of personalised insights, content and journeys, continuous,

integrated evidence generation, solutions to optimise care pathways, and empowered
and orchestrated engagement. In hypercompetitive markets, companies must activate
demand while in underdeveloped markets, companies must invest in market shaping.

Key findings

» Commercial success in today’s highly fluid and competitive oncology environment
requires a new go-to-market model which transcends the traditional narrow focus.

» To succeed, innovators must understand in which of two market archetypes they
operate: Hypercompetitive markets with an entrenched standard of care and/or a
highly crowded marketplace or underdeveloped markets with high unmet needs and
limited innovation.

* They must then master the four pillars of the new go-to-market model as they apply to
the respective market archetype
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Opportunity fragmentation and smaller oncology launches

Label requirements for recent oncology launches
(Share of solid tumour NAS from 2020 to 2021)*

61%' 65%'

Oncology launches by global sales in 15! full year
(Number of oncology NAS from 2020 to 2021)

13

of launches require of launches require of launches require
biomarker testing in previous lines of either biomarker
their label treatment in their label  testing or previous
lines of treatment in <$10Mn 10-25Mn  $25-40Mn  >$40Mn
their label

* Classiicaton of whelher indication in productIabal requites canosr o ba relapsedireactory or explcit sales a previows ine oftherapy being headed rese secalar biomarker
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The four pillars of the oncology go-to-market model

Q
z .&"
Frontline e ML A
Care pathway Clinical
/@ enabler educators fg
N\ TCOM > tew
Augmented 0 S Patient
rep experience
Personalised @ Continuous,
insight, content @ integrated evidence
and journeys generation
VALUE
Pillars PROPOSITION
Solutions to A Empowered and
o optimize care P\Aﬂ orchestrated
pathways y 3 engagement
Enablers Technology Data Competencies Processes Mindset

Download here


https://www.iqvia.com/library/white-papers/transcending-the-traditional-focus-of-oncology-commercialisation

Published: October 2022

Overcoming Pharma’s Launch Performance Problem

Report summary

More than two years since the pandemic began, most non-COVID innovative launches
are still not achieving their commercial potential in the major markets.

A storm of pandemic-accelerated factors combined, and continue to combine, to create
an environment that hurts the sales performance of launches more than inline
medicines. The pandemic made the patient journey to diagnosis and treatment more
complex, reduced opportunities for pharma to engage with doctors on newly launched
products, and worsened an already challenging economic situation, leading to payer
constraints and a hardening market access environment.

There are non-COVID launches that have been resilient to the challenging environment,
which demonstrate emerging common themes such as a combination of strong patient
pipeline, strong clinical story and reduced healthcare burden (e.g. decreasing hospital
visits, at home or rapid administration). From now on, it is critical that companies with
launches understand the persistent challenges of the new environment and learn every
lesson from the resilient pandemic launches to achieve launch success.

Key findings
+ In 2021, innovative medicines were approved, launched and granted market access at
rates above or closely similar to pre-pandemic benchmarks.

* Average sales for post-pandemic launches at month six are down by 19% on pre-
pandemic benchmarks.

» Underperforming 2020 launches have not recovered from a slow start.

» Generally, orphan medicines are the most resilient group due to unmet need in small
and well-defined patient populations.
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Performance of innovative launches pre- versus post-COVID-19
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The three pillars of launch excellence to achieve post-pandemic success

CHALLENGES

Disruption of patient
journey to diagnosis and
prescription

Patient backlog recovery
challenges

Reduction in opportunities
to engage HCPs on launch
products

shift in HCP engagement
preferences

Economic crisis drives
payer constraints

Market access becomes
more challenging

N

Patient
journey

* Widening the top of
the funnel

= Supporting health
care delivery

* Understanding a
launch’s impact on
stretched health
systems

Customer
engagement

* Engagement via a
range of channels

 Stream of relevant
content

* Detailed
customer focus
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environment
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Realising The Commercial Promise Of Europe For Emerging Biopharma

Report summary

Emerging biopharma companies (EBPs) have steadily expanded their role as key
drivers of biomedical innovation over the past 15 years. Today, many EBPs choose to
commercialise their assets themselves, to capture a larger share of the value. To
maximise an asset’s potential, it is important to enter the European market, the second-
largest in the world after the US.

EBPs launching their products into Europe face significant challenges. The market
landscape is complex, requiring EBPs to navigate different healthcare systems,
regulatory, market access and reimbursement environments.

Many EBPs have never launched a product before. As such, they must
fundamentally change their organisational mindset, from focus on science and clinical
development to driving business results.

Establishing a successful commercial organisation in Europe requires careful trade-offs.

EBPs need to make a number of strategic choices that define the optimal configuration
and scale of their launch infrastructure. These choices often involve deciding between
building capabilities in-house and when to find external partners.

Key findings
* In the last decade, 42% of all new active substances commercialised by EBP
originators were launched by those same EBPs in Europe.

» EBPs launching in Europe must focus on 5 CSFs: insight foundation, country
sequencing, stakeholder engagement, evidence, capability roadmap

» Case study outcome: By tapping into IQVIA scale, technology and domain expertise,
the EBP was able to rapidly close critical capability gaps and dramatically accelerate
timelines for evidence generation and launch readiness.
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Five critical success factors for EBPs launching in Europe

Early, Clear market Early Relevant, European
robust insight

priorities, launch stakeholder compelling launch capability
foundation sequence engagement evidence roadmap

EBPs must start
external engagement contingent on
development and opportunity potential early, incl. relevant addressing European
commercial strategy and investment regulators, KOLs, stakeholders’ evidence
for Europe; based on requirements; based patient advocacy needs, esp.
an in-depth on e.g., market groups and demonstrating
understanding of attractiveness, particularly payers to differential value;
market dynamics, the international reference understand local implications for trial

Commercial success is Starting from a
position without
legacy commercial
infrastructure, EBPs
must develop a clear
understanding of
when, and where, they
will need which critical

Essential to inform Finding optimal
both a solid balance between

European stakeholder pricing, accelerated market access design, choice of capabilities to execute
landscape and their access pathways vs. requirements and the relevant endpoints, their European launch
needs commercial relevant clinical RWE generation over
infrastructure needed practice the lifecycle

Drivers of European commercial infrastructure and key choices

Healthcare landscape

Patient journey, care pathways;
decision makers for funding,
access and treatment

Geographic footprint, structure
Which countries? Location of
physical infrastructure, incl. HQ?

Degree of centralisation

Local capabilities or at
supra-national level, eg sub-regional
cluster or at European HQ?

Degree of specialisation
Combining responsibilities into
hybrid roles (eg rep/KAM) vs.

dedicated roles?

Competitive intensity
Number of competitors;

promotional investments @\'
and share of voice
Customer universe
Number of prescribers,
payers, KOLs, accounts;
concentration, and

geographical distribution

Drivers Choices

Revenue expectations
Peak sales and trajectory;
key development and
commercial milestones

Optimal configuration and scale
of EPB's European launch infrastructure

Engagement model

Customer universe coverage?
Contact frequency? Channel mix
(eq F2F, remote, digital)?
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Launch Excellence: Escaping the Complexity Trap

Report summary The increasingly complex external launch environment

. . . . . Past (2010) Present / Future (2020+)

The pharmaceutical industry has seen an increasingly complex environment for

I I i i L h small molecules, small molecules, biologics, cel ene
launching new p_roduct§ over the past de(_:ade, drlv_en by trends §uch as the introduction P L7 2 gl &6 e
of new types of innovative products, a shift from primary to specialty care, and the need
to target smaller patient populations. :;a“en_t journey ) &\ 1-2 oyt (% 3-4+ autoimmune (% 4-5+ cancer

. . . speciallies involve:
Consistency of launch performance across countries has been a perennial challenge, Primary care still dominant segment /% 7+ Rare diseases
and the COVID-19 pandemic has added further complexity. Launches show wide @_, p‘)ﬂ — % @
variations in local performance and even excellent launches still exhibit considerable Stakeholders Simple sequence, one at a time: Complex interdependent network, payer-led, with
variance in market share attainment. Improving launch consistency is imperative for reauaton payer preserber ultiple national & sub-national stakeholders
pharmaceutical companies to maximise the value of their assets, yet IQVIA has found Opportunity e + #25% increase 201020
that there is an inverse relationship between the number of launches a company has in fragmentation e patient e + +18% increass 2010-20
a given time period and the proportion of those launches that are excellent. Evidence Tt e, et 5] gt e R, R ot
requirements eg approval, reimbursement generated; continuous, over the lifecycle

Mergers in the pharmaceutical industry can also cause disruption and complexity,
leading to lower launch performance during the "peri-merger period." Companies must
assess specific complexity challenges for a given launch and focus on ways of working, Escaping the complexity trap —three focus areas
structure and governance, and resource ownership to mitigate the negative impact of

complexity on launch performance.

Source: KOV Evsopean Theugh Leadorshos KIVIA Insule repor Glsbal RSO Treeds, 2021, Copyrohk © 2021 KVIA. A ighs eservesd

Key findings

» Complexity is on the rise, driven by novel therapies, more complex patient journeys @ ?%)

and stakeholder networks, opportunity fragmentation, and higher evidence demands

Resource
ownership

Outsourcing model for flexibility &
agility; complements focused,
nimble in-house capabilities

Structure &
governance

Dedicated ‘launch BU', outside in-line
business; separate P&L; seconded
resources, shared services

* When it comes to multi-launch performance consistency, three proficiency tiers can be WaykS_ of
working

identified, with companies in the top tier able to handle three times as many launches
. . . . . Institutionalised launch processes;
as companies in the bottom tier and still achieve 10% excellent launches dispassionate lock back’ analysis:

predictors of launch success

» To escape the complexity trap, companies must focus on three areas: ways of
working, structure and governance, and resource ownership. Temporary dedicated
launch business units and outsourcing critical capabilities can be potential solutions.
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Launch Excellence VII: The three pillars of post-Pandemic Launch

Excellence

Report summary

We apply our established launch excellence methodology to the latest pre-pandemic
cohort of launches and find that launch excellence remains exclusive for most, with 6%
of specialty and 4% of primary care launches excellent internationally.

Whilst the launch landscape has evolved dramatically, there's some consistent launch
principles holding true for the latest pre-pandemic launches. First, eight country markets
are responsible for 90% of launch success in the first five years on the market. Second,
less than 20% of launches significantly improve their launch trajectory beyond 6-months.
Third, we find a tiered inverse relationship between the number of launches by a
company and launch performance, suggesting the complexity of handling multiple
launches outweighs the potential advantages of a greater level of experience.

Importantly, new analyses demonstrate the pandemic had a negative impact on the first
6-months sales of launches since 2020, due to substantial changes in aspects of the
healthcare environment critical to launch.

We identify three critical pillars of post-pandemic launch success for achieving launch
excellence in the new environment: patient centricity, customer re-engagement and
integrated evidence strategy.

Key findings
* 6% of specialty launches and 4% of primary care launches are excellent internationally

* Only 20% of launches significantly improve on their trajectory beyond 6-months (with
only minor exceptions to this rule since the Launch Excellence series began in 2007)

* First 6-month sales of Pandemic-impacted launches are generally down relative to pre-
COVID benchmarks.

* Resilient launches that succeed post-pandemic enter areas of high unmet need, offer
self/home administration, provide low-cost options or treat a later stage of disease.
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Total number of launches

Evolution, then disruption in the Launch Environment

Stakeholder
environment

Customer
engagement
model

Payer
priorities

Launch
positioning

Launch
type

Company
type

-

A

Past (2010-2013) ]

)

Simple- payers then
prescribers

Share of voice,
rep-led

Price

First line, mass market

Small molecule and
biologic increasingly
specialty

Top 20 Pharma

Complex- web of
stakeholders, payer-led

Multichannel, digital
share higher for
successful launches

Value based, health
technology assessment

Later line, segmentation

High cost specialty
Orphan Medicines
Cell and gene therapies

Small, mid-sized pharma
launch success

Future
(without Pandemic)

Personalised and patient
journey based

Orchestrated for
individual prescriber
journeys

Outcomes, RWE, new
funding approaches

Companion diagnostic,
biomarker, genotype

Further diversification:
digital therapeutics,
diagnostics

Non-conventional pharma
companies enter

-

Future disrupted
(post-Pandemic)

Patient journey
complexity increased

More remote, hybrid
model, engagement and
impact challenge

Budagets tighten,
evidence bar raised

Challenging in complex,
uncertain environment

Launches self/home
administrable have new
advantage

Digital players surge

.

Launch Excellence Consistency by Company

10% 15% 20%

25% 30%

Share of local excellent launches

® Company with multiple launches
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Logic

Anchor point for tiers
How many launches can
you handle and still achieve
10% excellence?

Tier 1:
Can handle 46 launches

Tier 2:
Can handle 33 launches

Tier 3:
Can handle 16 launches
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No more surprises: Understanding predictors of launch success

Report summary Early predictors of local success: awareness and intent to prescribe
. i i - Awareness of DECLARE trial & data Change in HCP intent to prescribe Forxiga
Launch represents the single-most important event in a product’s lifecycle, and the (tracked at 6 months before launch) (tracked in 2 waves, early pre-launch & peri-launch)
stakes for getting it right could not be higher. 10% of launches achieve launch = Outperforming 5 5 Outperforming
excellence, and further, 80% of launch trajectories are determined in the first six months. w I ol 25 T coltauncnes
The Forxiga DECLARE launch was a landmark indication expansion in diabetes, and g o < 2
. = z o
was used as an exemplar to help answer two key questions: oo T
58 5
1. What local pre-launch metrics correlate with launch success at country level? % 3 23 o3 E:
2. What physician-level metrics correlate with greater post-launch brand usage? 53 o
J o
I £
Four external, pre-launch metrics have shown strong correlations with more successful 3 23
Forxiga DECLARE launches at a country level. Three pre-launch and three post-launch Country  Country  Country  Country  Country - Country  Country ~ Country  Country  Country
HCP_ perceptions of Forxiga were identified, which corresponded to high prescribers of predaunch @ Peri-launch
FOfXIga. Significant change
Understanding these early predictors of success will equip teams with actionable Key post-launch drivers found among high prescribers of Forxiga
foreSight to avoid Surprises and keep their launch on track. Perceptions that most consistently, across countries, correlated at physician level with
greater stated usage of Forxiga after the DECLARE launch
Hard outcome benefits Fit within treatment paradigm
) ) + Brand differentiation is about + A brand needs both strategic
deliveri , with isi d realistic, ical
Key findings R 9 r o
o . health systems 1 + Clarity of where a brand fits
» Four country-level pre-launch indicators of Forxiga success: HCP awareness of the * When aligned with unmet needs, within real-world clinical
.. B . . ) these drive brand usage Key drivers practice enables its usage
DECLARE clinical trial, increased willingness of HCPs to recommend and prescribe of HCP brand
the brand, a strong Net Promoter Score vs. competitors, multichannel engagement. utilisation
» HCP-level drivers of Forxiga launch success found among high prescribers:
. . . .. Quality of rep engagement & N Number of rep visits
- Pre-launch: perceptions of quality of rep engagement, number of rep visits, brand « HCPs rate reps highly whom they - More frequent rep engagement
i 1 i k ledgeabl kes HCP: likel
attrlbuteS, eg efflcacy and Sa.fety . Ere\;c;;\;;a:mr:::;i 3:‘ia;e s ;1['-1'.: t;ersand -spr:';c\)lzgelde}nyt;?alézzns
. . .. ; f high li
- Post-launch: perceptions of quality of rep engagement, number of rep visits, Hepsdiestrdndissage TR
tangible hard-outcome benefits of the brand. Source: IQVIA Channel Dynamics; AZ | GIACE - IQVIA Launch Excellence Partnership, 2021
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Editing the DNA of pharma go-to-market models

Report summary

The COVID-19 pandemic has led to a significant shift in the way organisations operate,
with a heightened focus on technology adoption and agile working practices. The
pharmaceutical industry has not been immune to these changes, with the pandemic
having a negative impact on product launches and growth due to reduced face-to-face
interactions between patients and healthcare professionals. To address these
challenges, companies must evolve their go-to-market model (GtM), considering rising
pressures on margins, increased competition, and the need for digital engagement.

The GtM value compass is a four-part model designed to maximise product adoption
and create a superior customer experience.

This model includes market shaping, demand activation, tech and data fluency, and
agility and nimbleness as key dimensions. Companies must tailor their transformation
roadmap to align with the relevant GtM archetype defined by product differentiation and
market maturity.

Key findings

* Increasingly accustomed to more personalised, on-demand services and less tolerant
of poor or fragmented experiences, customers will demand significantly more of
manufacturers.

» To remain relevant and prepare for the future, pharma companies need to focus on
four transformation priorities: Envision, Design, Fund, and Rewire.

« Companies must seize the transformation momentum unleashed by the pandemic and
establish a future-proof go-to-market model for a post-pandemic world to deliver
superior customer experiences and achieve commercial success.
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Value leakage sources and DNA of the Go-to-Market (GtM) model of the

DNA of future GtM model | 4 key dimensions to maximise value capture
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4 key dimensions to maximise GtM impact

(M) Market shaping
(D) Demand activation
g (A) Agility and

nimbleness

(T) Tech & data fluency

Actual value

Shift to customer centricity

GtM archetypes and value capture drivers

Key GtM value capture drivers

8 el () PRECISION PLAY M
° § - Mo § Requires high organizational effectiveness and o
] Q 5{ S é]ﬂl] speed, commercial precision to capture value and
o “Seo i differentiate. RWE is a key strategic differentiator.
s | Value e ValiE=aiEn \——’ Eg. Psoriasis, RA, MS, ALK+ NSCLC A
2 | shaping play e play - -
= AN W (") VALUE SHAPING PLAY \m
° Y = Requires a re-thinking of the value narrative, driven ol
§ by early generation of RWE, strong medical —
» capabilities and advocacy to shape the market.
Q “——’ E.g. AML, Migraine, Atopic Dermatitis (till 2021-22) ) A
g " MARKET BUILDING PLAY M
= Requires significant efforts to “develop” the market, )
8 F I; from diagnostic and patient identification pathways,
8. b 5 disease awareness and stakeholder communities.
g % Market ht’ E.g. NASH, SMA, Ultra rare diseases A
] é ; LS building play = VALUE CHAIN PLAY \m
T = Precision Requires a complete re-thinking of the GtM model, oD
> § p'ay ’ _§ its roles and potentially leading to a blending of the —
£ supply and the value chain
- L\—/ E.g. CAR-T, NTRK tumours, Hemophilia (gene editing) A
Established Underdeveloped Market shaping |M [[8)] Demand Activation

Market development needs

Pie chart illustrates relative
importance of each capability Agility &
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Published: October 2022

Re-defining OPEX modelling for a competitive future

Report summary Increasing cost and complexity of launches
Pharmageutlcal companies need_to Update their operafung expense (OPEX) ) Increasing frequency of new launches Growth of innovative MOAs and orphan
assumptions as outdated strategies are no longer applicable in today's post-pandemic (number of NAS launches, 21 vs. "16)’ launches (share of FIC and orphan launches, 21 vs. '18)’
Iandscapg. Companles must adapt to changing markgt dynamics and stakeh.oIQ(.ers' 2% +18% & +10%
needS, Shlft thelr go'to'market mOdeIS and Channel mIX, and evaluate and pno”tlse Increase in Ne\fv/-_'qcﬁve Sub_srance launches Increase in share of first-in- Increase in share of orphan
early-stage assets with precision to ensure commercial success. (84in 21 vs 41in '16) class drug launches drug launches
To maximise launch potential, OPEX spending must be rebalanced to accurately reflect Rising pressure on margins &, ntensified Fundamental change to HCP engagement
L ' T ) . : competition (CAGR, '15-'19)2 (share of remote engagement)?
shifting trends, enabling smarter decision-making for optimal asset or franchise value.
Many companies partner with IQVIA to inform their investment and launch strategies, +6.2% v +3.9% 12% e, 51%
combining deep market expertise with practical experience in commercial strategy and coGs Sales 2010 2020

launch. A more robust approach to OPEX modelling helps companies create targeted

asset plans that better align with the complexities of the current healthcare environment. Yet many companies still plan OPEX with traditional assumptions

such as OPEX = 15-20% of peak sales

OPEX modelling won’t guarantee a successful launch, but it can give pharma leaders
greater confidence in their investment decisions and go-to market plans, thus minimizing
the risk of over/under-investment in an ever-changing environment.

Typical OPEX launch spend pattern and categories

OPEX Typical OPEX launch spend pattern

OPEX categories
Key f| n d | n g S % Field force invest (sales reps, MSLs, etc))
. . . . . . . Cost of office-based personnel
 Despite significant changes to launching in a post-pandemic world, many companies (Access, Medical, Marketing, etc.)
still plan OPEX with traditional assumptions, such as OPEX = 15-20% of revenue. @ Advertising & promotional spend

_A_ (incl. pre-launch engagements, DTC, etc.)

* In order to succeed in today’s changing launch environment companies need to

challenge the way they plan OPEX, helping to build rigour and consistency into 7 Mecal spon aryesss o

i % F ti | d (internal capability build-up,
launch planning. extomal sgoncy support ooy T
. Lev_eraglng _mdustry benchm_ark_s, launch expertise and Launch performan_ce_ _ Non-R8D evidence generation
Indicators gives pharma the insight they need to model scenarios and optimise IARHETE (REAEITED (FECHEiE (Ph4, RWE, IS8, etc.)
investment decisions for better market results. L3 LY2 Ly LY  LY#l LY+#2 LY+3 LY+ LY+
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Published: December 2021

HCP Channel Preference in an Increasingly Complex Promotional Landscape

Report summary

Traditional promotional channels were significantly affected due to the imposition of in-
person restrictions during the pandemic. As a result, across major global markets, the
way Healthcare Professionals (HCPs) interact with industry has changed and many now
choose to use digital channels for updates on new products and treatment options.

Balancing the mix of promotional channels to achieve maximum impact is crucial, with
companies needing to identify the most effective channels for each HCP type and
allocate resources accordingly. Different channels must be integrated seamlessly and
used in a complementary way to provide an optimal experience for HCPs.

Winning engagement strategies will need focus on three key priorities:

* Identifying the right customer through granular segmentation based on a deep
understanding of their information needs and channel preference.

* Delivering the right value by creating an individualised customer experience.

* Building the right orchestration through an intelligent hybrid model supported by data-
driven insights.

Key findings

* In the EU4+UK, where digital share rose to 14% of total spend in 2021, only 8% of
interactive time was delivered by live e-detailing.

* HCP responses to how satisfied they are by virtual interactions varied significantly
between regions. In the EU4+UK and Japan, around 40% of HCPs agreed that virtual
interactions could be completely sufficient in meeting their needs.

* In reality, either with or without COVID-19 restrictions in place, there is <50%
alignment between what HCPs want in terms of channel preference and the channel
through which they receive information.
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The amount of interactive time with HCPs is still well below pre-pandemic
levels in Japan and Europe

1:1 Interactive contact time by channel
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There is low alignment between preferred channel and actual received
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Source: IQVIA ChannelDynamics Channel Preference Survey July 2021; IQVIA ChannelDynamics Daily Diary Survey information Jan 2020 to June 2021
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Published: March 2020

Excellent Launches are Winning the Evidence Battle

Report summary

In an increasingly unforgiving launch environment, Real-World Evidence (RWE) has
emerged as a strategic differentiator for launch success.

A product's success depends on regulatory approval, market access, and adoption.
RWE is crucial in convincing stakeholders of its benefits and safety, while enabling is
adoption and optimal use in routine practice. Compelling RWE-based news flow must
address demands for more information and proof points along the product lifecycle,
while creating engagement opportunities for capturing HCPs share of mind.

The are several key findings: excellent product launches generate more published RWE
and faster, and sustain high levels of RWE productivity throughout their lifecycle.
Crucially, the focus of RWE publications must evolve over the product lifecycle to reflect
healthcare stakeholders’ different evidence demands at different points in time. It
typically shifts from generating insight to demonstrating real world outcomes.
Additionally, the analysis highlights therapy area-specific trends in the use and focus of
RWE.

In conclusion, companies must embrace RWE as a true strategic asset and novel
source of competitive advantage to achieve launch success.

Key findings
* RWE plays a crucial role in addressing healthcare stakeholders’ growing evidence
demands

* RWE dissemination typically starts two years before product approval, with RWE
volumes doubling year after year. This requires a committed and proactive approach

» Excellent launches generate more RWE volume and do so faster than non-excellent
launches, and they also maintain competitive levels many years after launch

» Excellent followers make greater use of early RWE to generate insight on incumbents
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Excellent launches generate more RWE, faster

Normalised RWE lifecycle productivity*
Indexed: average all non-excellent launches = 100

Growth in RWE volume over product lifecycle
2-yr CAGR for annual published RWE volume, by launch type
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Published: February 2023

From Surviving to Thriving: Changing the Paradigm of HCP Interactions

Report summary

The COVID-19 pandemic changed how HCPs and biopharma industry engage with
each other. Commercial models are shifting to become increasingly digital and there is a
clear need for personalised and valuable interactions across a variety of channels.

Many life sciences companies are making the transition towards omnichannel
engagement but change management and people are perceived as the largest
obstacles to overcome. It is crucial to take people on the journey, ensuring change
transcends individuals, teams and the entire organisation.

To enable successful business transformation, companies must adopt a next best
mindset approach, bringing together customer insights, an openness to change and
digital capabilities to deliver an optimal and seamless experience across all touchpoints.

Implementing the omnichannel shift is perceived by many companies as challenging and
the ‘people-focused model for change’ breaks down the transition to omnichannel
engagement into 4 manageable steps, aiming to help facilitate and simplify the process.

Key findings
* IQVIA survey showed 82% of respondents are transitioning to omnichannel

* 67% perceive change management to be the most important challenge

» Face-to-face interactions are most appropriate to discuss a hewly launched drug, new
data/clinical trials, info on a new licensed indication or formulation

» Successful change management programs have a clear vision from senior leadership,
high stakeholder engagement and appropriate investment of resources.
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Setting out the elements that feed into the Next Best Mindset

CUSTOMER FOCUS CUSTOMER-CENTRIC INSIGHTS

+ Leverage segmentation and
targeting plans alongside
existing customer knowledge

» Deliver an orchestrated,
personalised customer experience
in line with HCP preferences

NEXT BEST

MINDSET

DIGITALLY ENHANCED

OPENNESS TO CHANGE CAPABILITIES

- Next best actions derived from
data and technology ecosystems,
then delivered via digitally-skilled
people

« As the promotional environment
evolves, people need to be
resourceful, resilient and willing
to adapt

%0

- Tech-focused

- Human-centric

A people-focused change model, aiming to progress hybrid and
omnichannel customer engagement for life sciences organisations

OPTIMAL CUSTOMER ENGAGEMENT

—

Evolve the next best mindset .
Understand the rationale for change

. Consider the drivers for change
and identify any associated risks

Feedback and reflect on .
the success of the transition

Understand if the desired skills and

competencies have been established . . Create the goals, milestones

. J)slk and objectives
Evaluate, refine A @ Develop 2 realistic readmap

Incorporate appropriate metrics .
and progress and ambitious strategy

1.
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CHANGE JOURNEY s = g

Change openness and agility Engage with stakeholders

Invest in change resources: Assess people impact: skills and
effort, time and funds . Implement 2 competency development via
- . and lead y training or acquisition
Incentivise change and shift to . change Assess the
new ways of working through impact of . Produce a :t_:skL_*hu\dur engagement
effective communication change plan across individuals, tearmns and
9 the wider organisation

Increase awareness of the risks for . Identify ch lead d
entily change leaders an

not adopting change !
-+ - support mechanisms

GAIN COMMITMENT FROM PEOPLE AND DEVELOP CHANGE MANAGEMENT STRATEGY

ENCOURAGE COLLABORATION
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Published: July 2022

Riding out the storm: the future of post-pandemic customer engagement

Report summary

The COVID-19 pandemic greatly disrupted customer behaviours and how HCPs
engaged with the life sciences industry. In particular, face-to-face interactions decreased
across the EU4+UK during the peri-pandemic period and many companies reactively
turned to using digital channels.

As the promotional environment stabilises across major markets, companies must adapt
to the new reality of customer engagement. This involves developing future-proof
commercial approaches that are flexible and strike an appropriate balance between
digital and traditional methods. In addition, organisations that develop digital capabilities
and invest in technology infrastructure will build a strong competitive advantage.

Companies must endeavour to create a customer journey that is joined up across all
touchpoints and an omnichannel experience that aligns with HCP preferences. The aim
is to ensure lasting and strong relationships are established and maintained when
operating in a post-pandemic landscape.

Key findings
+ Total promotional spending on remote 1:1 detailing experienced a four-fold uplift
between Q4 2019 and Q4 2021.

» The total time that industry spent digitally interacting with HCPs increased by almost
700% between 2019 and 2021 across the EU4+UK.

» Companies must focus on 6 key enablers when deciding on an optimal commercial
approach and, from a channel perspective, orchestrated, hybrid and omnichannel
operating models are central to success in the post-pandemic world.
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Published: June 2023

In the thick of it: Medical Affairs, strategic partner to other functions

Report summary

Beyond its externally focused remit, Medical Affairs has an equally invaluable, yet often
underutilised, internal role to play as a strategic partner to other functions. The unique
value of medical as internal partner along the asset lifecycle derives from its deep insight
and relationships with healthcare stakeholders while being in tune with the real world.

As asset lifecycle partner, from development through to commercialisation, medical has
valuable, specific contributions to make at each key lifecycle stage, e.g. supporting the
development of an asset’s target product profile; providing input on trial designs to
ensure practice- and payer-relevant endpoints; refining the product strategy and helping
to sharpen an asset’s differentiation; orchestrating integrated evidence planning across
functions; sharing intelligence on competitive activities, e.g., new data releases, and
interpreting their implications to inform how to respond; or making introductions to EEs
to support commercial in proposing and briefing speakers for a speakers’ bureau.

Biopharmaceutical companies must fundamentally re-evaluate the way medical affairs is
positioned within their organisations to capture its tremendous potential as a strategic
partner, with focus on 5 priorities: cross-functional governance, formalised processes,
technology, resourcing, skills and mindset.

Key findings
Medical affairs adds internal value as a partner to other functions in three ways:

1. Enabling better strategic decisions and operational execution, by providing deep
insights

2. Driving alignment around a common agenda focussed on optimal patient and health
systems outcomes, by acting as a bridge to connect different functional stakeholders

3. Leveraging its unique relationships with key healthcare stakeholders to support other
functions in achieving their objectives
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Expanding remit of medical affairs as bridge between functions
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Systematically embedding medical affairs as strategic partner:
Five priorities

Cross-functional Formalised s Skills and
Technology Resourcing

governance processes mindset

Set up integrated asset Explicitly define the role, Put in place enabling Ensure adequate investment Broaden skills of medical,
and brand teams contributions of medical at technology to integrate levels and timely deployment e.g., business acumen;
including medical, with each stage of the asset information from a diverse of medical resources along understanding HEOR, payer
clearly defined cross- lifecycle, e.g., mandating its range of internal and external the asset lifecycle, e.g., early language; challenges other

iti at start of Ph 2 sources; deploy advanced participation of MSLs in asset functions face; effective
functional roles, remit, during site ID, patient analytical tools to rapidly turn teams, formal assignment to listening, probing when
responsibilities and enrolment, during gap abundance of information brand team during Ph3, field engaging with healthcare
decision rights. analysis, integrated evidence into actionable insight. medical in place 24 months stakeholders; measuring,
planning and integrated pre-launch. communicating the impact
brand planning. of medical.
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Published: December 2022

Medical Affairs’ Next Frontier: Unlocking Omnichannel Engagement

Report summary

The COVID-19 pandemic caused biopharma companies to rapidly pivot to remote
customer engagement and accelerated the use of digital channels. HCPs are now
looking for personalised experiences that reflect their needs and preferences.

The role of medical affairs teams is evolving alongside and must also reflect the shift in
customer engagement preferences when providing scientific education and evidence to
healthcare providers, payers and regulators.

Medical affairs professionals must now use a variety of channels such as webinars,
emails or video calls, aligned with customer needs and preferences to provide the right
content at the right time via the right channels and format.

Delivering this in practice is challenging, requiring a clear customer-centric strategy,
joined-up planning, enabling technology infrastructure, while ensuring unwavering
regulatory compliance.

Omnichannel is the next frontier for medical engagement and the dissemination of
scientific and medical content. Companies that do this well will stand out in an
increasingly competitive world and will build deeper, lasting customer relationships.

Key findings
+ 7-fold increase in share of MSL video calls as proportion of all HCP medical contacts,
pre-pandemic vs. today (2022)

* 61% of physicians identify greater personalisation as the main differentiator for making
medical engagement more valuable

» Enablers for omnichannel engagement: Insight, Planning, Content, Technology,
Metrics

» Organisational priorities: Vision, Commitment, Collaboration, Mindset and Skills.
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A hybrid model for medical engagement is here to stay
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Published: September 2022

Their finest hour: Medical Affairs in a disrupted world

Report summary

Medical affairs (MA) has evolved from a supporting function to playing a critical and
strategic role. It leads the value and evidence agenda, provides insight on therapy areas
and patient journeys, and engages with external stakeholders to educate on the value of
innovative products.

The role of medical affairs has been further elevated due to recent trends in healthcare,
such as increased financial pressures on healthcare systems, a higher evidence burden
for regulatory approval and market access. More demanding HCPs seek customer-
centric experiences. The pharma business model is being disrupted by the rise of
patients as key stakeholders, faster innovation cycles, and new players in healthcare.

Healthcare system partnering is critical for future success, with MA being instrumental in
facilitating trusted, mutually beneficial partnerships. Companies have a choice: being
part of shaping the new model or being swallowed by it. The imperative to seize this
opportunity is now.

Key findings

* Medical affairs has moved centre-stage to increasingly play a strategic and pro-active
role. Post-pandemic realities are now taking hold which further elevate the role of
medical affairs and accelerate the need to expand its remit.

+ To fulfil its promise, medical affairs must transform from being a third pillar alongside
R&D and commercial to becoming the bridge between key functions, including R&D,
commercial, market access and HEOR, and drive alignment around a common
agenda focussed on optimal patient- and healthcare system outcomes.
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inform joined-up strategic decisions evidence generation, esp. RWE equivalence of seniority of roles
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Published: October 2021

Capturing Value at Scale: The $4 Billion RWE Imperative

Post-pandemic Challenges Demand a New Model

Report summary

The COVID-19 pandemic has accelerated the need for effective evidence generation
and the use of Real-World Evidence (RWE) in the pharmaceutical industry. Companies
can capture $4 billion in value from RWE along the value chain by embedding RWE
operationally across their business.

The opportunities presented by RWE in the post-pandemic world are vast, including de-
risking clinical trials, accelerating regulatory decisions, pinpointing unmet needs in
specific patient sub-segments, and streamlining diagnosis and treatment.

Faced with post-pandemic headwinds and margin pressures, the imperative to capture
the $4 billion RWE opportunity is now.

Pharmaceutical companies must flexibly access critical RWE capabilities and transform
their model to become a power node connecting the broad network of healthcare
stakeholders, spanning regulators, payers, providers and academia. Facilitating trusted,
mutually beneficial partnerships with health system is key to unlocking the full potential
of RWE.

Key findings
» The pharmaceutical industry can capture up to $4 billion in value by systematically
embedding RWE operationally across the business.

+ Companies typically realise only 30-40% of their total RWE opportunity potential due
to various barriers and must transition to a new model

» To capture value from RWE at scale, pharmaceutical companies must consider
different capability ownership models to balance three objectives: flexible access,
economies of scale, and agility.
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The Post-pandemic $4 Billion RWE Opportunity

Estimated value of RWE opportunities along the pharma value chain over three years
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Published: August 2021

Making real-world evidence meaningful and actionable

Report summary

Real-world evidence (RWE) is increasingly important in healthcare decision-making,
providing a 360-degree view of product performance that complements traditional
clinical trials. RWE generates new insights to inform decision-making throughout a
product's life cycle, from clinical trial design to regulatory approval and market access
decisions. Effective communication of evidence is crucial to ensure that it is understood,
meaningful, and actionable for different audiences, including regulators, payers,
healthcare professionals, and patients

Medical communications experts play a crucial role in bridging the gap between
evidence generation and its final users by developing engagement plans tailored to
stakeholder needs and utilizing innovative tools to reach audiences more efficiently. The
involvement of Steering Committees and Communications Advisory Groups can aid in
planning engagement with external stakeholders, while digital enhancements such as
visual abstracts, videos, and data visualization can be used to disseminate research
findings effectively.

The key to the success is integrating effective communication strategies from the start,
making it an integral part of both the RWE programmes and individual studies.

Key findings

* RWE has become increasingly important in healthcare decision-making as it is used
ever more frequently in regulatory approvals, clinical guidelines, health technology
assessments, and market access decisions

* To fulfil the potential of RWE relevant, clear and actionable insights must reach
healthcare stakeholders to enable evidence-based decisions

* Integrating effective communication strategies into RWE programmes from the start is
key.

IQVIA EMEA Thought Leadership

RWE audiences and their different decision-making needs
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therapies?

Importance of RWE

“The value of RWE lies in deep insight-generation to inform decision-making”

RWE audiences and their different decision-making needs
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SWOT, strengths, weaknesses, opportunities, threats

Explaining the methods
used, including strengths and
limitations, and how these can

address the research questions;
for example, developing

study-design manuscripts
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A renaissance for cardiometabolic innovation

Report summary

Cardiometabolic risk factors are still among the leading drivers of both global mortality
and morbidity. Managing these conditions becomes a public health imperative but
brining innovation to patients was challenged by high generics utilisation, high evidence
bars from payers and low success rates for clinical trials.

In the past five years, cardiometabolic assets in the pharmaceutical industry have
increased by 13%, comprising 7% of the total R&D pipeline. Leading indications include
diabetes, NASH, hypertension, obesity, and heart failure, accounting for approximately
50% of phase 1-3 assets. Furthermore, cardiometabolic innovation leverages advanced
technology platforms such as cell, gene, and RNA therapeutics.

Cardiometabolic innovators face challenges in achieving commercial success, including
the need for early engagement with stakeholders, generating long-term outcomes data,
addressing payer concerns, preparing health systems for novel therapies, and engaging
patients through digital health solutions.

Despite these challenges, there is significant potential for innovation in the field of

cardiometabolic diseases, which are a global public health priority, offer opportunities for

therapeutic breakthroughs and commercial success.

Key findings
» Metabolic risk factors are key drivers of global mortality and burden of disease. In
2019, they collectively accounted for 34% of deaths and 500 million DALY's globally.

+ Cardiometabolic innovation was challenged by high generics utilisation post LoE
events, low perceived need for innovation, low clinical trial success rates and high
costs to run the demanded large-scale studies.

» With GLP-1 agonists, the global obesity market is at the cusp of major expansion

 The cardiometabolic disease market reached $264 billion in 2022 and is expected to
reach $370 billion globally by 2027
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Succeeding with cardiometabolic innovation

Early
advocacy
Engage broad range of

stakeholders, including
payers, external experts,

0 5 10 15

Evidence
on outcomes
Demonstrate patient- and

health system relevant value
of innovation via long-term

patient ad:

out data, eg CVOT,

groups and policy makers to

ensure recognition of unmet

need; adequate funding for
adoption of innovation

extension studies; proof of
differentiation incl. meaningful
patient benefits, cost offsets,
HCRU efficiencies

30 35 40 45

50 55 60

Change in global DALYs, 2006-21, (%)

Reassured
payers

Address budget impact and
outcomes uncertainty through
strong evidence to prove value,
enable precision, ie clearly
defining discrete target
populations linked to superior
outcomes, identifiable in routine
practice; responsible pricing

Health system
readiness

Facilitate readiness of care
pathways, eg streamlined
administrative requirements,
referrals pre-authorisation;
joined-up care between
settings, addressing capacity
bottlenecks in treatment
delivery infrastructure

65 70 75 80

Engaged
patients

Ongoing patient engagement
via telehealth or digital health
solutions; support patients in
day-to-day living with their
condition; facilitate
behavioural change alongside
pharmacotherapy for optimal
patient outcomes
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Published: March 2023

Bigger on the inside: the expanding world of microbiome therapeutics

Report summary

The microbiome refers to the community of microorganisms that live in and on the
human body, including bacteria, viruses, and fungi. These microorganisms play a crucial
role in maintaining our overall health and well-being. Inversely, the microbiome was
linked to various disease including neurodegenerative disorders and also cancer.

Faecal matter transplants (FMTSs) transfer the whole gut microbiome ecosystem form a
donor to a patient and are the first approved microbiome therapeutics whilst innovators
work towards donor-independent and more specific approaches. Inflammatory bowel
disease and oncology are amongst the major areas of interest and here were are only at
the beginning to fully comprehend the role of the microbiome. Thus, more translational
research is needed to fill the evidence gap for the successful development of future
therapeutics.

Pharmaceutical companies invested in microbiome assets depending on the fit with their
existing portfolio whilst agro-alimentary players focused more on technology platforms
that they can leverage in their core business areas.

To succeed as a microbiome innovator it will be important to diversify your portfolio,
work closely with regulators, prepare the market and focus on RWE generation.

Key findings
* Microbiome-based products are a viable consumer health market (CH) as probiotics
reached $4.6 billion in value in 2022 and outperformed the overall CH market growth

+ Autoimmune disease oncology and C.diff. infections are focus areas for microbiome
innovators and account for 35%, 20% and 12% of the R&D pipeline

* Itis not just pharma that are actively investing in microbiome therapeutics or
microbiome-based technology. Agro alimentary players also made big bets.

« 1st generation microbiome Tx must convince all relevant stakeholders to successfully
define and create a new market that can be built on in the future

IQVIA EMEA Thought Leadership
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Published: March 2023

Two steps forward, one step back: the long road to success in CNS

Report summary

Mental health and neurological disorders are growing in prevalence and impact on
people's quality of life, and despite some innovation, many CNS conditions lack disease-
modifying treatments (DMTs). However, digital biomarkers, Al tools, novel trial designs,
and diagnostics are improving the fundamentals of CNS innovation, while a better under
standing of the biology of CNS diseases opens up new drug development targets.

CNS innovation is predominantly driven by smaller players, but big pharma has also
discovered CNS as an attractive area of high potential. Setting a new standard of care
with novel DMTSs, esp in Alzheimer’s, Parkinson’s and rare neurological disorders with
high unmet need, will drive CNS market growth dynamics in the future.

Alzheimer, Parkinson, psychedelics-derived and digital therapeutics are exemplars of
the promise of cutting-edge CNS innovation and are explored in four deep dive sections.

To succeed as a CNS innovator, it is important to address five critical priorities:
embracing the power of digital, putting evidence front and centre, helping health systems
get ready, reassuring payers, and shaping public policy debate.

As the fundamental for CNS are improving, innovators should feel emboldened to stay
the course.

Key findings
* The global disease burden of CNS conditions is high and has reached 256 million
disability-adjusted life years (DALYS) in 2019, an increase of 16% since 2010

+ Digital health technology has seen dramatic developments while its adoption in
neurological trials has grown at a 36% CAGR between 2010 and 2021

» The CNS pipeline has expanded by 31% between 2017-2022 and accounts for 14% of
the overall industry R&D pipeline

* New DMTs will drive the CNS market which is forecast to reach $167 billion by 2027
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The global disease burden of CNS is high and is growing fast

50

Depression ‘ @ Neurology Bubble size represents
= 45 @ Mental health 2017 global prevalence
»
> 40
E‘:, Migraine
ng 3
T O H
= 3p Anxiety
g E [ ]
Jo 25 f ,
25 Alcohol abuse Drug abuse* Alzheimer's
ga
55 20 @ o
'.E‘_D
<g 15 . .

2@ Schizophrenia
3 10 Epilepsy Autism @ Eiroler Parkinson’s
[a) 5 ® o« Eating disorder °
ADHD —— Multiple sclerosis
0 o— P

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46 48 50
Change in global DALYs, 2010-19, (%)

How to succeed as a CNS innovator

Helping
health
systems

get ready

Putting
evidence
front and

centre

Shaping
public policy

Embracing Reassuring

the power

of digital payers

debate

O O O O

Transform development, Continuously expand Educate key stakeholders; Ensure transparency of Engage policy makers to
commercialisation and body of evidence to facilitate trusted, mutually ~ responsible pricing, linked encourage CNS innovation
care delivery through substantiate treatment beneficial health system to value, incl. cost off-sets,  Facilitate multi-stakeholder
digital tools benefits partnerships

Clinical
expectations

societal burden, budget public-private
impact collaborations

Systematic patient inclusion
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@ social wellbeing practicalities R agency
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Published: January 2023

Pharma’s frozen assets: cold chain medicines

Report summary

A huge and lingering logistical challenge in delivering vaccines globally during the
pandemic has been in scaling up the refrigerated networks that make up part of the
global ‘cold chain’, the uninterrupted process of maintaining end-to-end temperature-
controlled conditions from the manufacturing site to the point of care.

Cold chain medicines require more energy than their ambient temperature counterparts.
Biologics and advanced medicinal therapy products (ATMPS) in high-income countries
and vaccines in middle- and low-income countries will continue to drive cold chain
medicine value and volume growth respectively.

If pharmaceutical companies want to live up to their ambitious environmental, social and
governance (ESG) targets, they will need to understand current and future trends and
work closely with logistics companies to ensure delivery of often live-saving cold chain
medicines whilst having their CO, footprint in mind.

Key findings

» The pharmaceutical supply chain including logistics was impacted by an increase in
gas prices, container costs, API precursors prices and moreover a shortage of raw
materials and labour forces

+ Cold chain medicines grew more than twice as fast at 13% compared to 6% for the
total market between 2017 and 2022

» Mastering the logistical challenges to ensure end-to-end cold chain integrity is
paramount for success in this market segment

IQVIA EMEA Thought Leadership

Global cold chain market exclusive of COVID-19 vaccines & therapeutics
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Published: May 2022

In the eye of the storm: PD-(L)1 inhibitors weathering turbulence

Report summary

The advent of PD-(L)1/ checkpoint inhibitors has transformed the oncology treatment
landscape and created blockbuster products in the process. The checkpoint inhibitor
market has grown at a CAGR of 45% between 2016 and 2021 to reach $36 billion
globally and is expected to continue growing at a CAGR of 15% through to 2026.

Keytruda is the dominant player in the market, with a 54% market share, and is used
across 13 indications. There are seven globally competing PD-1/PD-L1 inhibitors that
find use across 17 different tumour types, with non-small cell lung cancer being the
biggest indication.

Clinical trials have shifted from monotherapies to testing combinations of checkpoint
inhibitors with other therapies to achieve better outcomes.

The confluence of intense competitive dynamics and a surge in innovation has created
strong headwinds for the future PD-(L)1 market, including complexity, fragmentation,
regulatory and payer pressure.

However with the right approach and an open mindset for embracing partnerships,
innovators will be able to find success in the market.

Key findings
 The global checkpoint inhibitor market reached $36 billion in 2021, and is expected to
grow at a CAGR of 15% through to 2026

» Brand-level dynamics of the PD-(L)1 market are shaped by four defining themes: multi-
indicationality, biomarkers, market maturity and Keytruda dominance

* Finding differentiation is paramount for success in the crowded PD-(L)1 landscape with
its prevailing competitive dynamics, such as by targeting unmet need

IQVIA EMEA Thought Leadership
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Published: April 2022

Promise fulfilled? The next decade of cell, gene and RNA therapies

Cell, gene and RNA revenues — exclusive of COIVD-19 vaccines

Report summary

The development of Advanced Therapies, including cell, gene, and RNA treatments, has
become increasingly popular in recent years. The COVID-19 pandemic has had a major
impact, as it has accelerated the growth of mRNA vaccines and RNA therapy, leading to
billions of dollars in sales and investment from pharmaceutical companies.

The success of MRNA COVID-19 vaccines has also brought a revival of interest in RNA
therapies and gene therapy, with companies entering the field and recent gene therapies
showing commercial viability.

However, funding and delivery challenges still need to be addressed for the success of
future advanced therapies. The growth of advanced therapies is driven by factors such
as increasing investment in R&D, regulatory support, growing patient awareness, and
partnerships between biopharmaceutical companies and academic institutions.
Personalised medicine and innovative technologies are expected to continue to drive the
growth of the advanced therapies market in the coming years.

Key findings
* The cell, gene and RNA market has reached $6 billion in sales in 2021 and is
expected to reach $20 billion by 2026

* Revival of interest as companies made significant investment in advanced therapies
and usher the field from rare to increasingly more common indications

» Future commercial success is not guaranteed and challenges around market access,
pricing and competition as they enter therapeutic areas with well-established and cost-
efficient treatment options

IQVIA EMEA Thought Leadership
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Published: November 2021

Paving the Path in Haematological Cancers

Report summary

Haematological cancers represent 7% of new cancer cases globally and have a
disproportionate impact on the paediatric population, accounting for 43% of new cases.
These cancers share unique traits, such as slow and fast growing types, and

chromosomal translocations that are more commonly present in haem vs solid cancers.

Many breakthrough technologies have been developed for these cancers and have
revolutionised treatment, e.g. haematopoietic stem cells in the 1950s, targeted
therapies, such as kinase inhibitors, in the 1990s, and the novel CAR-T technology in
the 2010s. Despite these advances, unmet needs persist such as identifying new
targets, efficiencies in manufacturing, and better management of side-effects

There are hundreds of new assets in the late-stage pipeline and with a scarcity of
patients, success for pharma and biotech will rely on Real-World Evidence (RWE) to
meet the high evidence demand.

The haem cancer landscape is complex and challenging, presenting several difficulties
for pharma. However, with continuous investment and innovation, the future looks
promising and still presents an attractive commercial opportunity.

Key findings
+ Commercial success requires insights into the following 4 areas:
 Disease. Classify and track progression in overlapping and similar indications

 Patient. Diverse demographics requires characterisation. Biomarkers usefulness
can be limited

« Patient journey. Complex care pathways require stakeholder mapping

* Competitor. Keep up with pace of innovation and guidelines to position asset
*  RWE external comparator arms can be more efficient than placebo or SOC arms

IQVIA EMEA Thought Leadership
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Critical success factors in haematological cancers

Important success factors in oncology Additional considerations: Haematological cancers

Complex patient segmentation, evolving disease definitions,
rare sub-types bring patient identification to the fore in
haematological cancers

Smart patient selection: use of CDx/
RWD and AI/ML predictive models

Strong strategic focus and launch planning across separate
indications as well as inter-indication e.g. patient sub-groups
defined by informative, prognostic and predictive biomarkers

Strategic planning across
multiple launch indications

Higher demand for RWE to demonstrate value to regulators
and payers driven by complexity e.g. variations in disease
characteristics, progressions and outcomes

Real world evidence plan for each
indication and sub-group

Peer to peer MSL discussions for communicating value and
building advocacy especially for novel mechanisms of action,
when entering the highly innovative landscape

MSLs: key to generating
early country level advocacy

Early engagement with patient groups, policy makers and
healthcare providers by country to further understand
knowledge of disease for rare indications

Effective pre-launch prep
informed by stakeholder insight

HCP decision and technical support is essential to navigate

complex disease and treatment landscape; nurse support
along treatment journey is key for optimal patient outcomes
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Remedy of the Commons: Addressing Pharma's Carbon Footprint

Report summary

A rapidly changing climate will have a significant impact on human health and this is
beginning to be felt on a global level. The healthcare sector has a responsibility to act as
a stewards and reduce its carbon footprint to mitigate the very problem it will have to
increasingly tackle.

International policies and initiatives are being introduced to reduce carbon emissions,
with some healthcare systems committing to net-zero emissions. Medicines make up a
large proportion of healthcare’s carbon footprint, calculated between a third to a half of
all its emissions. It is likely that focus will turn on medicines and pharma will need to
address this before regulatory action forces the industry to change.

So far, corporate disclosures shows that less than half of the top 100 pharma companies
have reported time-bound commitments and only 8 are committed to net-zero. Western
public companies lead on commitments and will need to promote greener practices to
their Eastern counterparts, where manufacturing dominates.

In order to investigate the drivers of emissions in pharma, we use three distinct models
to bring greater quantitative insight on the carbon footprint of the industry.

Key findings

* There is a lack of transparency and data making estimations difficult

* Emissions from Inhalers and anaesthetic gases can be audited with greater precision
* The carbon footprint of pharma is estimated at 750 MtCO.e or 49% of all healthcare
» Healthcare systems, led by NHS England, will drive greater data generation

 Collaboration across sector boundaries and accountability across the value chain are
necessary to address pharma’s carbon footprint
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Areas of focus along the value chain

Clinical trials Engagement

+ Decentralised clinical trials * Remote and Digital

* Digitising paperwork * Reduced business travel
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+ Renewable energy

« Tenders with green criteria
+ Contracts to incentivise
supply partners

Patients
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» Demand greener brands
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« Solvent reduction * Green synthetic routes  * Reduced packaging
* Reusable lab supplies * Renewable energy + Electric fleets
* Reducing use of dry ice + Carbon capture « Smarter distribution centres

* Increasing room temp. stability + Insulated cold chain
» Reducing propellant use + Reducing patient travel
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Switching on the lights: Benchmarking digital health systems across EMEA

Report summary

As digital technologies have become more embedded in our daily lives, their role within
health systems has been increasingly explored. However, their integration within health
systems is not uniform across countries, with disparate levels of initiatives, infrastructure
and implementation across even the more sophisticated countries.

We examined the state of digital health systems within EMEA, by scoring countries
based on a set of 12 elements from survey responses from IQVIA in-country experts.
This allowed for a quantitative comparison between countries and identifying common
trends to build out archetypes.

Multiple factors affect the state of technological implementation, and these follow a
waterfall structure, with most countries scoring highest in their initiatives, followed by
infrastructure and finally implementation, which would be expected from a progression
towards maturity.

We also find that certain countries can be considered as standouts for specific elements,
particularly driven by their wealth, centralisation, history and cultural attitude towards
digital progress at scale.

Key findings
* There is a noticeable correlation between GDP per Capita and a country’s Digital
Health Maturity Score, with both positive and negative outliers.

* There are other factors that influence a country’s score, such as its history of
digitisation, degree of healthcare centralisation, and cultural acceptance of mass
technological shifts.

» Countries can be grouped into three archetypes based on stage of maturity: Architects,
Builders and Operators.
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Attracting Investment in Clinical Development

Report summary

Deciding where to locate clinical trials is a critical and multi-layered investment decision
for pharmaceutical companies. Understanding the country selection criteria
pharmaceutical companies use is essential for policy makers and regulators to attract
investments in clinical trials and generate economic and societal value from these.

Research based on analyses of industry trends and interviews with senior managers
from big and mid-sized pharma as well as emerging biopharma suggest that the main
selection criteria for country location of trials are prevalence, trial performance, expertise
network, and regulatory framework. Cost is not a top priority selection criterion.

Based on strategic objectives and internal policies, three country archetypes can be
identified: “Cornerstone” countries are a commercial and strategic priority and include
the largest global pharma markets (US, EU4, UK, Japan, and China), “growth” countries
include more than 150 countries which are considered as optional locations, and “out-of-
scope” countries are those where no clinical trials are conducted due to ethical concerns
or geopolitical factors. An Investment Criteria Framework incorporating these three
archetypes provides strategic recommendations for policy makers and pharma.

Key findings

Elements of complexity

Figure 4: Clinical trial’s elements of complexity indexed to 2010 values, all phases, 2010-2021
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Source: Citeline Trialtrove, IQVIA Institute, Jan 2022.
Global Trends in R&D: Overview through 2021. Report by the IQVIA Institute for Human Data.

Investment Criteria Framework: Country Archetypes

Archetype Description Examples

® 8 “Cornerstone” countries prioritised by commercial priority:
60% of total CT, 77% of global prescription medicine sales in 2021
(List price, IQVIA MIDAS)

“Cornerstone” e Highly competitive and saturated markets. Diversity regulations
countries apply. Changes in their share of inward investment captured

E.g.; US, EU4, UK, Japan,
and China
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on the recommendations for the res eCtive aI’Chet e - . these countries), (for some ) high corruption index, etc. South America
p yp ogggg}i‘i:::e ® Geopolitical factors: Issues affecting CT stability and continuity.

* Pharma can influence the development of country environments by a range of
activities such as proactive collaboration with agencies and associations

Source: Clinicaltrials.gov, March 2022, IQVIA MIDAS Quarterly Sales 2021 (List price, Rx Only), IQVIA VII Launch Excellence 2022.
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Published: May 2023

Your Order has Been Dispatched: Opportunities in Moving Care Nearer the

Patient

Report summary

The healthcare sector has increasingly moved towards treating patients at an individual
level, both in terms of patient centricity and personalised medicine.

As part of this phenomenon there is a growing focus on providing patients with greater
flexibility with where and when they receive care. It is important to stress that this
movement is not merely looking to increase at-home delivery of medicines, but instead
to introduce structural changes to healthcare systems, focusing on treating patients
outside of the hospital where feasible.

There is no one-size-fits-all approach to near-to-patient care, which features various
care delivery endpoints ranging from outpatient centres to homecare, alongside
increased telehealth usage and patient-friendly drug formulations and devices.

Whilst many strides have been made, there remain challenges to overcome, which can
be grouped into four main categories: Regulatory, financial, behavioural and logistical.
These challenges must be addressed collaboratively by all stakeholders to maximise the
potential of a near-to-patient system.

For those that successfully navigate these challenges, significant opportunities arise,
from new markets to increased control over one’s own healthcare.

Key findings
* There is a growing focus on providing patients with greater flexibility with how, where

and when they receive care.

* A near-to-patient care system involves moving healthcare closer to the patient
through more delivery endpoints, telehealth usage and patient friendly formulations
and devices, bringing a range of benefits to stakeholders.

* To maximise these benefits, stakeholders must navigate four challenge areas:
behaviour, regulatory, financial and logistics

IQVIA EMEA Thought Leadership

Qualification of readiness for near-to-patient care by country, EU4 & UK
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Some countries are better
placed to allow for the
implementation of
near-to-patient care
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Financial incentives should
be introduced to encourage
investment in
near-to-patient care
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Institutional momentum
must be shifted away from
hospital care where
applicable
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and special-storage
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A breakdown of benefits to the stakeholders in near-to-patient care

Patients

+ Greater flexibility for time and location

of treatments

* More regular access to healthcare

Pharma

+ Access to a greater patient population and
growing near-to-patient care market

* Reduce competition from other
products by aligning with patient

preference

Distributors

+ New position as services provider

for product administration

+ Greatly expanded delivery of
medicines direct to the home

Policy makers
+ Reduce number of patients

admitted to hospitals

* Help fulfil targets on increased
patient access to medicines

Pharmacies

+ Expansion into new service areas
including administration and
monitoring

* Increased pharmacy distribution
may allow for new revenue channels

Payers

+ Opportunity for cost-savings by
maximising efficiencies in care
provision

+ New financial incentives from new
and existing reimbursement
pathways
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Published: April 2023

Making Best Bets: Prioritizing Expenditure for Maximizing Impact on Patient

Communities

Report summary

Balancing the competing priorities of investing in research, patient services, fundraising,
and running an effective organization has long been a challenge for patient
organizations. To effectively prioritize resources, patient organizations take a structured,
systematic approach that involves analyzing the research pipeline and the entire space
related to the focus disease(s) to identify areas where the organization can make the
biggest difference.

As research progresses and the understanding of the disease and patient needs
evolves, patient organizations readjust their priorities, including shifting focus to
developing therapies, tackling particularly bothersome symptoms, or lobbying for access
to new therapies. Patient-driven prioritization of goals is becoming increasingly
important, as organizations survey patients to gain insight into their experiences and
identify areas where research is lacking. Patient organizations play an important role in
amplifying the voice of patients and providing insights to policy makers, private
investors, regulators, and industry, and gain considerable leverage this way.

Key findings
» Focus and prioritization are key for all patient organizations irrespective of size.

 Leveraging the power of collaboration and partnerships with all stakeholders in
healthcare is key for enabling patient organizations to punch above their weight.

 Patient organizations are the ultimate source of knowledge about their patient
communities, and they should not hesitate to use this lever.

+ Patient organizations should not be afraid to invest in their organization since an
adequately resourced organization will be more powerful, more efficient, and better
able to support the mission goals.
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Key factors for successful patient organizations

Patient communities:
Patient organizations are
the ultimate source of
knowledge about and
access to their patient
communities and can
participate as peers and
opinion leaders with
academics, with the
industry, with regulators,
and policymakers.

Focus and prioritization are
key for all organizations
irrespective of size.
Organizations must decide
which outcomes they are
trying to achieve, what will
make the biggest difference,
for whom and how fast, and
base strategy on this
analysis.

Investment in the
organization: Adequately
resourced organizations are
more powerful, more efficient,
and better able to support the
mission goals. Investing in
people by building out
internal capacity and
expertise will allow them to
fully leverage their potential

Collaboration and
partnerships with all
stakeholders in the
healthcare space enable
patient organizations to
punch above their weight.
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Published: February 2023

Planning to Engage: A Holistic Approach to Patient Inclusion

Report summary

For pharma, patient centricity has become a strategic imperative as the rise of
individualised medicine, a trend towards remote treatments including self- or home
administrable drug formulations collide with the post-pandemic fallout of disrupted
patient journeys and severely constrained healthcare resources. This necessitates a
patient-inclusive approach across the entire pharma value chain.

To fully reap the benefits of patient centricity, a complete, 360-degree view of the
fundamental components of patient-centred asset strategies, clinical trial design, pre-
launch planning and patient support programs from the perspective of patients is
needed. This view must include direct input from patients and patient organisations to
ensure it reflects a true understanding of the patient perspective. This in turn
necessitates a common framework and language as foundation for effective
communication between all stakeholders.

To meet this need, IQVIA has developed a Patient Engagement Framework in
collaboration with patient organisations and pharma to support comprehensive and
consistent assessment and planning for the inclusion of patient needs and preferences.

Key findings

+ Patient engagement is the key to maximising benefits of new therapies for patients, the
healthcare system, and the industry. Stakeholders including pharma, regulators &
policy makers and patient organisations have recognised this.

 For successful patient engagement, direct input from patients and patient
organisations is vital to ensure the patient perspective is truly understood.

* To reap maximum benefits, all stakeholders must find a common language and
understanding. The IQVIA Patient Engagement Framework is designed to support and
enable this understanding.
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IQVIA’s Patient Engagement Framework

Clinical outcomes . . Formal mental health support (HCP led)

Real world outcomes @ @  Community support including social media

Treatment setting and ease of use . Clinical . Patient support groups/shared experience

benefit
Wellbeing

QoL improvement for patient and family . . Family and caregiver support

Patient community engagement . . Treatment setting (home/clinic/hospital)

Engagement
Charitable contribution/ . & contribution

patient organization support . Financial support for patient

Practicalities

Patient data/bio-sample sharing . . Information, learning, training

Patient clinical trial participation Broader treatment logistics

Benefits from patient engagement across the entire lifecycle

Launch Performance

+  Pre-launch patient
engagement establishes
trust and demand
Pre-identifying eligible
patients helps rolling out
new therapies more

* Post-pandemic launches
underperform due to

disrupted patient journeys Growth & Maturity

« Launches with pre-identified

’ ) + Smaller patient populations
patient populations do well

& shorter interval between Long-term patient

uickl o
quickly competitive launches mean ?”gageme"tt, )
smaller revenue window improves patien
loyalty

+ Growing pricing pressure
from payers

Higher adherence
and compliance
leads to better
outcomes, justifying
higher price point

Increasing competition for
trial participants due to
smaller target cohorts,
regional concentration,
diversity requirements
Recruitment & retention are

Establishing
relationships with
patient organizations
and communities helps
identify and motivate
eligible patients

+ Biosimilars/ generics
market entry in quick
succession after LoE

major challenges for trial
performance

Consistent patient engagement across all lifecycle stages
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Published: September 2022

Finding All the Needles in the Haystack: Technology-Enabled Patient

Identification for Clinical Trials

Report summary

While trial activity and the number of participants globally are on the increase, trial
productivity is dropping. One factor for this is the large number of studies which fail to
enrol enough participants. The overall increase in demand for trial participants,
geographic concentration of trial activity, complex inclusion and exclusion criteria, and
diversity requirements are some of the contributing factors.

The use of technology-assisted approaches such as query-driven search algorithms and
centralised data management systems can help overcome the challenge of patient
under-enrolment. The use of algorithms to search electronic healthcare records (EHR)
has been shown to be effective in identifying eligible patients and extracting relevant
data points. Using these algorithms during the feasibility and recruitment phases will
ensure efficient and effective patient identification and minimise the number of low-
enrolling sites. For best results, the use of search algorithms should already be
considered when drawing up the study protocol.

Incorporating technology-assisted solutions will also result in significant time savings for
healthcare workers and free up resources in the health system.

Key findings

+ Identifying eligible patients during the feasibility and recruitment phases of clinical trials
is key to successful product development since under-enrolment is a major factor in
underperforming clinical trials.

* Using customisable query-driven algorithms to search electronic health records has
been demonstrated to be a fast and reliable method for identifying eligible patient even
for very large numbers of records and complex cohort criteria.

A technology-driven approach is also very resource-efficient and will relieve pressure
on overstretched healthcare providers.
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More efficient feasibility and patient identification using search algorithms

DT

Identification

Screening

Recruitment

rél‘"@:

Using search algorithms during
feasibility and patient identification
will speed up the process and yield a
bigger pool of eligible patients

2 Conventional patient identification

ES\P\ Search algorithm-enhanced
¢ Y (@

patient identification

t@ Ineligible patients

Direct and indirect costs of under-enrolment to trial sponsors and

Loss of revenue through @
delayed time to market

Under-enrollment leads to longer

R&D times, resulting in delayed time-
to-market, and ultimately lost
revenue due to shorter time in the
market before LOE or competitor entry

research sites

Cost of non-enrolling sites

Many initiated sites do not enroll any
orvery few patients, delivering no or
very low return on the cost of initiation

Adjustments to study

protocol

Eligibility criteria or other aspects of
the study protocol may have to be
adjusted, resulting in further delay and
additional costs

&

Loss of revenue to trial sites @'%

Revenue from trials can form a
significant part of research sites'
revenue stream. Underperforming
trialstherefore have a real economic
impact for research institutions

Opportunity cost to trial
sites and sponsors

Due to financial and staffing resources
committed to under-enrolling and
therefore potentially under-performing
studies, other studies may not be able
to be conducted

Limited scientific benefits ﬂ

Low patient numbers result in too
few data points for statistically
significant conclusions
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