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PREFACE

Most books begin with an answer.
This one begins with a question.

WHAT IF YOUR  COMPANY'S
GREATEST BARRIER TO SUCCESS
WAS NOT COMPETITION, NOR
REGULATION, NOR EVEN
INNOVATION

BUT HESITATION?

In today's pharmaceutical landscape, the ground shifts beneath our feet faster
than ever.

Access is not given. Access is seized.

And those who delay—even for a moment—find themselves outrun,
outmanoeuvred, and out of sight.

This book is written for the daring.

For those who believe that navigating complexity is not a burden but a lever.

For those who see comparison not as an obligation, but as a weapon of strategy.
Indirect Treatment Comparisons (ITCs) are no longer a technical exercise for
statisticians.

They are a tool of influence, a catalyst for faster access, stronger negotiation
positions, and market leadership.

We are entering an era where evidence must do more than exist—it must
persuade, compel, and dominate.

If you are reading this, you already know: the old maps no longer work.

You do not need another guide to what has been.

You need a manifesto for what is next.

This is your call to lead.



CHAPTER 1

THE PERFECT STORM:

WHY  MARKET

ACCESS  HAS

CHANGED FOREVER

There was a time when patience paid
off.

When companies could afford to wait,
to negotiate slowly, to position
themselves cautiously in an evolving
market.

That time is over.

Today, Market Access is not a gradual
ascent.

It is a storm, a relentless, accelerating
force that rewards clarity, speed, and
decisive action.

Regulatory frameworks tighten.
Healthcare budgets shrink.

Payers demand not only proof, but
relevance, comparison, and economic
justification.

The pharmaceutical companies that
will dominate the next decade are not
those with the best science alone.

They are those who know how to
translate evidence into action, faster
and more convincingly than their
competitors.

Complexity is no longer a shield. It is a
test.

You are either quick enough to turn
barriers into bridges, or you are too
slow to matter.

Access timelines that once spanned
years now contract to months.
Negotiations that once hinged on
clinical superiority
comparative value.
And traditional strategies—polished
dossiers, safe submissions, cautious
arguments —are no longer enough.

The rules of the game have changed.

now pivot on

And the only companies that will thrive
are those who choose to lead rather
than react.

This is the perfect storm.

Not because it destroys.

But because it reveals.

It reveals who has prepared, who has
built the right capabilities, and who has
understood that in a
uncertainty, mastery of comparative
evidence is no longer optional.

world of

It is the new currency.
The new language of access.
The new measure of leadership.

The only question that matters now is:

WILL YOU NAVIGATE THE STORM
OR WILL YOU BE SWEPT AWAY BY IT?



CHAPTER I

The Age of Complexity and Acceleration

Complexity has always existed in the pharmaceutical world.

But what we face today is not the old complexity of forms, filings, and
incremental adjustments.

It is something sharper.

Faster.

More unforgiving.

Regulatory authorities demand more comprehensive evidence than ever
before

not only clinical superiority, but real-world applicability.

Not only safety, but comparative effectiveness.

Not only innovation, but economic justification, societal value, and strategic
foresight.

Each market behaves like a living organism—evolving, mutating, adapting
in real time.

And access decisions that once rested on national guidelines are now
shaped by a complex web of regional differences, payer expectations,
political pressures, and shifting health priorities.

The old assumption was:

"If the science is strong enough, access will follow.”

Today, the new reality is:

"If the evidence tells the right story, access may be granted.”

May.

Evidence alone no longer guarantees entry.

Only comparative strength, strategic framing, and intelligent negotiation
can unlock the gates.

At the same time, the pace has quickened.

Competitors launch not years apart, but months—or even weeks—apart.
Health systems review, assess, and pivot decisions in compressed timelines
that punish hesitation.

In this new landscape, it is not enough to be accurate.

You must be faster.

You must be sharper.

You must move with an urgency that does not feel urgent—because it is
simply normal.

The companies who master this new speed will not just survive.

They will define the standards to which everyone else must aspire—or fail
trying.

Speed is not a luxury. It is the baseline.

And complexity is not an excuse. It is the proving ground.



Faster Access, Stronger Evidence, Sharper Negotiations

In the new era, speed without substance is reckless.
And substance without speed is irrelevant.
Faster access is not simply about hurrying regulatory submissions or rushing
through payer discussions.
It is about orchestrating a strategy where every piece moves in unison:
evidence generation, market understanding, stakeholder engagement, and
negotiation readiness.
Faster access demands stronger evidence.
Not just more studies.
Not just more endpoints.
But evidence that is comparative, contextual, and compelling.
Payers do not merely ask,
"Does this therapy work?"
They ask,
"Does il work better, faster, more efficiently than what we already have—and can
you prove it without doubt?”
In this arena, Indirect Treatment Comparisons (ITCs) emerge as one of the
most powerful instruments.
Because in the absence of direct head-to-head trials, ITCs allow companies to
build bridges where others see walls.
They fill the evidence gaps with methodologically sound, strategically framed
narratives that can shift the course of negotiations.
Sharper negotiations are no longer driven by volume of data, but by clarity of
positioning.
When you can clearly articulate not only why your product matters,
but why it matters more than the alternatives,
and do so within the strategic vocabulary that payers understand and trust,
you move from being one of many to being the inevitable choice.
The companies that will lead the future are those who do three things
exceptionally well:
o They design their evidence with foresight.
o They frame their arguments with strategic precision.
» They move with disciplined speed, leaving competitors in the wake.
In this new game, perfection is less valuable than momentum.
Waiting for the ideal set of data, the perfect timing, the flawless dossier, these
are illusions that cost companies entire markets.
The leaders of tomorrow will be those who act with what they have today,
shaping it, strengthening it, and moving forward while others hesitate.



A Simple Question: Will You Lead or Follow?

Every shift in an industry creates a moment of decision.
Not for the crowd, but for the few who see clearly.

And act decisively.

Today, that decision is in your hands.

You can treat complexity as a burden, something to
endure, to manage, to survive.

Or you can treat it as a competitive weapon, something to
master, to leverage, to dominate.

You can wait for the dust to settle, hoping for familiar
ground to reappear.

Or you can move into the storm, building new maps while
others are still searching for old ones.

In the world of modern Market Access, there is no safe
ground between leading and following.

There is no neutral zone where waiting will serve you.
There is only momentum, or irrelevance.

The companies that lead will be those who choose to build
stronger evidence,

to move faster than doubt,

to shape negotiations instead of reacting to them.

And it all begins with a simple, relentless question:

Will you lead or will you follow?2

This book is written for those who choose to lead.



CHAPTER 11

ITC
THE UNTAPPED FORCE FOR
MARKET LEADERSHIP

There are tools that the industry uses because it must.

And then there are tools that the leaders use because they can.

Indirect Treatment Comparisons (ITCs) fall firmly into the second
category.

For some, they remain an afterthought—a technical requirement, a way to
fill the gaps when direct evidence is missing.

For others, the few who understand the true dynamics of access and
pricing, ITCs are a strategic weapon.

The difference is not in the data.

It is in the mindset.

Those who approach ITCs merely as statistical exercises miss the point
entirely.

An ITC is not just about comparing products, it is about positioning them.

It is about creating a new frame of reference where your therapy becomes
not just another option, but the inevitable choice.

In an environment where few direct head-to-head trials exist,

the ability to craft credible, compelling, and contextually powerful
comparisons is not a luxury.

It is the foundation of strategic advantage.

An ITC well executed does three things:

o [t fills the evidentiary gaps with authority.
¢ It shapes payer perceptions before price discussions even begin.
¢ Itreframes market narratives to your advantage.

This is not about manipulating data.

It is about understanding that evidence is not neutral.

Evidence is persuasive, if you know how to build it, frame it, and deploy it
strategically.

The companies who realise this—who invest not just in producing ITCs but
in mastering their strategic use—gain a profound and often invisible edge.
They win reimbursement faster.

They negotiate from a position of strength.

They redefine what payers expect—and what competitors must chase.

In a world where everyone claims efficacy,

comparative clarity is the new battlefield.



BEYOND CONVENTIONAL
COMPARISONS
A STRATEGIC SHIFT

Too many companies still view Indirect Treatment Comparisons as box-ticking
exercises, a means to an end, a technical solution to a regulatory demand.

This is a dangerous misunderstanding.

When treated mechanically, an ITC risks becoming just another annex in a heavy
dossier, read, noted, and quietly ignored by payers.

But when treated strategically, an ITC becomes the centrepiece of a powerful market
access narrative.

The strategic shift is simple, yet radical:

¢ From comparing for compliance,
e To comparing for dominance.

In a world where markets are saturated with “good enough” therapies,
the battle is no longer fought over clinical superiority alone.

It is fought over perceived value,

relative positioning,

and speed of conviction.

An ITC crafted with strategic intent achieves three critical outcomes:

e [t demonstrates superiority—or at least parity—in the absence of direct trials.
e [t strengthens your value proposition by anchoring it against existing alternatives.
e [t accelerates payer confidence, shortening negotiation timelines and reducing
pricing resistance.
L]
Payers are not asking for more data.
They are asking for clearer, more compelling reasons to act.
An ITC, when designed properly, answers that call with precision.
Strategic ITCs are not about drowning the audience in statistical significance.
They are about building a compelling story, rooted in evidence,
that makes it easier for payers to say “yes”—and harder for them to justify saying “no.”
In the next chapters, we will explore exactly how to design ITCs that do not just meet
regulatory standards,
but reshape the very conversations that define success in Market Access.
Because in this game, winning is not about having the best evidence.
It is about having the most powerful story. built on evidence that cannot be ignored.



WHY REGULATORY BODIES
DEMAND GREATER EVIDENCE

There was a time when regulatory approval was the ultimate victory.

Secure your authorisation, and the rest would follow.

That era has ended.

Today, regulatory bodies no longer act merely as gatekeepers of safety and efficacy.
They have become the architects of healthcare value-challenging companies not
simply to prove that a product works,

but to prove why it matters more than the alternatives already available.

Approval is now only the beginning of the battle, not the end.

As healthcare budgets tighten and scrutiny intensifies, the standard has risen:

¢ Isyour therapy more effective, not just effective?
¢ Is it more cost-efficient, not just clinically sound?
¢ Does it deliver greater value at a system level, not merely at a patient level?

Regulatory authorities and HTA bodies are aligned in one central expectation:
Comparative evidence is no longer optional. It is essential.

They seek clarity on where a new therapy fits within existing treatment landscapes
and they expect sponsors to do the work of defining that position with rigour,
transparency, and strategic foresight.

An application that fails to clearly articulate comparative advantage—whether
clinical, economic, or societal—faces delays, additional scrutiny, and often, less
favourable pricing outcomes.

It is no longer enough to submit data.

You must submit a case.

A case that is not only scientifically robust but strategically convincing.

This is where Indirect Treatment Comparisons play a decisive role.

An ITC well constructed and well defended tells a story that no amount of isolated
efficacy data could ever convey:

a story of relevance, of superiority, of inevitable choice.

Companies that anticipate this expectation—and design their evidence generation
strategies accordingly - move faster, negotiate stronger, and position themselves as
partners to regulators rather than petitioners.

Those who fail to adapt find themselves endlessly revising, renegotiating, and losing
precious months - or entire markets.

In a world moving at this pace, even the best science means little if it is trapped
behind poor evidence framing.

The message from regulators is clear:

Show us not just what you can do, but how you compare - and why it matters.
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ITCS AS A PLATFORM FOR
COMPETITIVE DISTINCTION

In a crowded market, sameness is fatal.

No matter how effective a therapy may be,

no matter how impressive the trial data,

if it cannot stand distinct in the eyes of payers, policymakers, and providers,
it will be swallowed by the noise.

Market Access today is not merely about proof.
Itis about distinction.

Indirect Treatment Comparisons offer a unique and powerful platform to create that
distinction.

An ITC, when strategically designed and expertly delivered,

positions your therapy not as simply another option,

but as the superior option.

It allows you to:

¢ Frame the debate before others define it for you.
¢ Anchor payer perceptions around your chosen comparators and endpoints.
o Narrate the competitive landscape in a way that naturally elevates your product.

Without direct comparisons, decision-makers often fall back on assumptions, on
historic preferences, on incumbent inertia.

A well-executed ITC disrupts that inertia—replacing guesswork with clarity, and
hesitation with momentum.

It tells a story that regulators can respect,

that payers can trust,

and that markets can adopt.

It transforms you from a participant in the conversation to the author of it.

The difference between entering a market and owning a market often lies in the
strength of the comparative evidence.

¢ Own the comparisons, and you shape the decisions.
¢ Shape the decisions, and you command the outcome.

In the chapters ahead, we will explore how to move from theory to action:
how to build ITCs that do not merely exist, but that dominate.

Because in the world we now navigate,

he who defines the comparison defines the market.



CHAPTER III

DESIGNING ITCS THAT INFLUENCE

AND PERSUADE

An ITC that exists for the sake of
existing is a missed opportunity.

An ITC that is built to persuade—
strategically, elegantly, and decisively—
is a force multiplier.

The goal is not simply to compare.

The goal is to convince.

Convince regulators that your therapy
addresses an unmet need more
effectively.

Convince payers that your product

delivers superior value relative to
alternatives.
Convince healthcare systems that

choosing your therapy is not a risk, but
the rational choice.

In the competitive race for Market
Access,

data alone is never enough.

It must be sculpted into a narrative.

A narrative that resonates not only with
the mind, but with the
imperatives of those who hold the keys
to reimbursement and adoption.

Every ITC you design should answer
three silent but decisive questions:
e Why should we believe

comparison?
e Why should we care about this
outcome?
e Why should we act now rather than
wait?
If your evidence does not answer these
questions swiftly and powerfully,
you risk blending into the endless
background
submissions.

strategic

this

noise of competing

IN THIS CHAPTER, WE WILL EXPLORE
THE CORE PRINCIPLES THAT
DISTINGUISH AN ITC THAT MERELY
INFORMS FROM ONE THAT PERSUADES.
WE WILL LOOK AT THE
ARCHITECTURAL FOUNDATIONS OF
STRATEGIC COMPARISONS,

THE COMMON TRAPS THAT WEAKEN
EVEN STRONG DATA,

AND THE ESSENTIAL ELEMENTS THAT
ELEVATE AN ITC FROM TECHNICAL
EXERCISE TO MARKET-DEFINING
NARRATIVE.

BECAUSE IN TODAY’S WORLD, THOSE
WHO CRAFT COMPARISONS THAT
INFLUENCE, WIN.



From Data Generation to Strategic
Storytelling

It is tempting to believe that numbers speak for themselves.

They do not.

In the real world of Market Access, data without context is invisible.
Numbers without narrative are powerless.

Comparisons without strategic storytelling are forgotten.

Dala generation is science.
Strategic storytelling is influence.
And influence is what wins markets.

An Indirect Treatment Comparison must therefore be more than an academic exercise.
It must be a deliberate act of persuasion, engineered to deliver a clear and powerful message to decision-
makers who are flooded daily with data, noise, and competing demands.

The strategic storylelling of an ITC rests on five pillars:

1.Clarity:
Your audience should grasp, within seconds, why this comparison matters.
Complexity must be mastered in the background; simplicity must shine in the foreground.

2. Relevance:
Every endpoint, every comparator, every analytical choice must tie back to what the payer values most.
Not what you can prove—but what they need to decide.

3. Credibility:

The methods must withstand scrutiny,

but the presentation must never feel defensive.
Transparency builds trust. Trust builds momentum.

4. Context:

An ITC does not exist in a vacuum.

It exists within a dynamic treatment landscape, evolving standards of care, and shifting policy priorities.
Your story must connect to that wider world.

5. Urgency:

Subtle, but critical.

The evidence must not merely inform—it must call for action.
Payers must feel that delay is riskier than decision.

In strategic hands, an ITC is not a list of statistics.
Itis a case for leadership.
A structured argument for why adopting your therapy is not just beneficial, but inevitable.

When you design your comparisons with these five pillars in mind,
you stop playing the game of information overload.

And you start playing the game of strategic inevitability.

Because in the end, data points do not change decisions.

Narratives do.



Avoiding the Common Pitfalls That
Undermine Impact

In the pursuit of technical rigour, it is easy to fall into traps that quietly but decisively erode the strategic
power of an ITC.

The tragedy is not that the data are wrong.
The tragedy is that they are forgettable.

Even a technically sound ITC can fail to move the decision-making needle if it stumbles into one or more of
these common pitfalls:

1. Overcomplication

When an ITC drowns the audience in endless methodology, obscure statistical models, and technical
jargon, it loses its audience long before it reaches its point.

Complexity must exist under the surface, not on the stage.

Remember:

If they cannot follow, they cannot believe.

And if they cannot believe, they will not act.

2. Choosing the Wrong Comparators

Not every available therapy deserves a seat at your comparison table.

Including inappropriate or irrelevant comparators dilutes your argument and signals strategic weakness.
The best ITCs are selective:

They compare against what truly matters—what payers perceive as credible, meaningful, and strategically
decisive.

3. Chasing Stalistical Significance over Strategic Relevance

It is tempting to highlight p-values and confidence intervals as trophies.

But payers are rarely impressed by technical victories that lack real-world implications.

A marginal statistical difference may excite academics;

a clear, clinically meaningful advantage is what shapes policy.

Focus on what matters most to your audience, not merely on what your data allow you to claim.

4. Failing to Address Limitations Transparently

Every ITC has limitations.

Pretending otherwise damages credibility.

The strongest submissions acknowledge uncertainties openly—framing them not as flaws,

but as inherent realities of complex healthcare decision-making that have been responsibly managed.
Transparency does not weaken your case.

It strengthens trust.

5. Neglecting the Bigger Picture

An ITC is not the end of the conversation—it is the beginning of a strategic dialogue.

When positioned correctly, it opens doors to broader discussions about system value, patient impact, and
societal outcomes.

Failing Lo link your ITC findings Lo these larger narratives leaves value untapped—and opportunities lost.

Mastering the art of avoidance is just as critical as mastering the art of persuasion.
Because in a world where attention is scarce and competition is fierce,

it is not enough to be correct—you must also be unforgettable.

In the next section, we will move from what not to do,

to how to build ITCs that are not merely persuasive, bul truly authoritative.
Because those who shape belief, shape the market.



Building Evidence Narratives That
Command Authority

There is a profound difference between evidence that informs and evidence that commands.
Information shares facts.

Authority shapes decisions.

The finest Indirect Treatment Comparisons do not simply present findings.

They construct a coherent, disciplined, and compelling story—one that leaves decision-makers
feeling that the outcome is not just justified, but inevitable.

Building an evidence narrative that commands authority requires three fundamental moves:

1. Anchor the Evidence to a Strategic Truth

Every ITC must be rooted in a single, inescapable truth:

“This therapy represents a clear advancement over current alternatives.”

Not a possibility.

Not a hopeful interpretation.

A truth—proven, framed, and repeated throughout every piece of evidence and messaging.
The comparisons must not wander.

They must converge on this central claim with discipline and precision.

2. Frame the Story Around the Decision-Maker’s Imperatives
Authority does not arise from what you want to say.
It arises from what your audience needs to hear.
Before building your narrative, you must ask:
e What are this payer’s greatest pressures?
e What risks are they trying to avoid?
e What value do they seek to deliver?
Your ITC must position your therapy as the simplest, safest, and most rational answer to their hidden
questions.
Authority flows from relevance.

3. Deliver the Narrative with Absolute Clarity and Confidence
An evidence narrative that hesitates, apologises, or overloads with nuance weakens itself at the
moment it matters most.
Confidence is not arrogance.
It is strategic precision delivered with clarity:
e C(Clear headline messages supported by robust data.
e C(lear visualisation of key comparisons and outcomes.
e C(Clear language that frames complexity without becoming mired in it.
When decision-makers experience a narrative that is both credible and clear,
they align with it almost unconsciously—because it reduces their cognitive burden and political risk.
In the battle for Market Access, clarity is not a courtesy.
Itis a weapon.

Those who master the art of building evidence narratives do more than win negotiations.
They redefine the standards of their markets.

In the next chapter, we will explore how strategic comparisons are taken from paper to negotiation
tables—

and how the best companies use ITCs not only to prove their value, but to reshape the terms of
engagement entirely.

Because true influence is not about winning arguments.

It is about defining the field on which the arguments are played.



CHAPTER IV

THE
TURNING
WINS

ITCS

An ITC, no matter how elegant on paper,
is ultimately judged not by its statistical
significance,

but by the leverage it creates in the
room where decisions are made.

Market Access is not a scientific contest.
It is a negotiation.

And negotiations are not won by who
speaks the most,

or who brings the largest dossier,

but by who shapes the perceptions,
priorities, and pressures that define the
final decision.

In this arena, an ITC is not simply
evidence.

It is ammunition.

It is the upon which
confident arguments are built,

timelines are compressed,

foundation

and reimbursement positions are
secured or strengthened.But to turn an
ITC into tangible success, three

principles must guide every step of the
negotiation:

NEGOTIATOR’S
INTO TANGIBLE

EDGE:

¢ Control the Frame:

Enter negotiations not as a petitioner
asking for consideration,

but as a partner presenting inevitable
logic.
Frame the
comparative advantage from the outset.
¢ Speak Their Language:

Do not defend statistical methods unless
challenged.

Instead, lead with health system
outcomes, budget impact, patient access
acceleration—

discussion around

the currency payers actually trade in.

e Drive Toward Action, Not
Agreement:

Agreement is passive.

Action—authorisation, reimbursement,

preferential listing—is active.

Every negotiation move must push not
for intellectual acknowledgement, but
for decision.

AN ITC BUILT TO STRATEGIC STANDARDS IS THE MOST POWERFUL ALLY IN THIS PROCESS.
IT DOES NOT ARGUE.

IT ASSERTS.

IT MAKES IT EASIER FOR THE PAYER TO SAY YES, AND HARDER FOR THEM TO JUSTIFY DELAY.
BECAUSE IN TODAY’S COMPRESSED, HIGH-PRESSURE MARKET ACCESS ENVIRONMENT,
SPEED MATTERS AS MUCH AS PRICE,

AND CLARITY MATTERS AS MUCH AS CLINICAL DATA.

THOSE WHO ENTER NEGOTIATIONS ARMED NOT ONLY WITH EVIDENCE,

BUT WITH STRATEGIC INTENT WOVEN INTO EVERY COMPARISON,

DO NOT MERELY PARTICIPATE IN THE PROCESS.

THEY SHAPE ITS OUTCOME.



HOW ITCGS RESHAPE PRICING AND
REIMBURSEMENT TALKS

Every negotiation starts with a perceived
balance of power.

In pharmaceutical access, that balance is
dictated by evidence—

but not just any evidence.

It is shaped by how convincingly you can
demonslrate relative value.

An ITC, strategically crafted and skilfully
presented, tilts that balance before the first
price is even discussed.

Here’s how it works:

1. Pre-Emptive Positioning

A strong ITC defines the landscape before
competitors can.

It places your product on a trajectory that
becomes difficult for payers to ignore—or
challenge.

When you present comparative
advantages early, you are no longer reacting
to payer doubts.

You are proactively setting the terms of the
discussion.

In essence, you force the conversation to
revolve around your strengths—not your
weaknesses.

clear,

2. Anchoring Price Expectations

In negotiation psychology, the first credible
number or concept introduced into the
dialogue often becomes the anchor point
around which all future discussions orbit.

A robust ITC allows you to anchor value early,
subtly reinforcing that your therapy offers
more—for reasons that are measurable,
defensible, and aligned with the payer’s own
priorities.

This positioning justifies a premium without
needing to argue for it explicitly.

You are not "asking for more".

You are demonstrating why "more" is the
logical outcome.

3. Shortening Negotiation Cycles
Where comparative clarity
uncertainty diminishes.

And where uncertainty diminishes, timelines

exists, payer

contract.

An ITC that answers critical comparative

questions upfront—effectiveness, safety, cost

impact, patient outcomes—reduces the need

for repeated data requests, secondary

assessments, or extended deliberations.

The result:

¢ Faster access decisions

e FEarlier revenue generation

e Stronger competitive positioning against
late entrants

4. Reducing Pricing Concessions

In the absence of compelling comparative
evidence, payers lean heavily on price as their
primary lever of negotiation.

With a strategically powerful ITC, you shift the
payer’s focus.

The discussion becomes less about "how much
can we discount this?"

and more about "how quickly can we make
this available?"

You trade price erosion for speed-to-market
—and, ultimately,
retention.

stronger market share

A well-deployed ITC changes the very
physics of the negotiation.

Instead of defending your value after a price
has been proposed,

you are demonstrating your value before the
price becomes the issue.

Instead of chasing agreements through
concessions,
you are pulling agreements through
conviction.

Because in modern Market Access, success
does not come from winning arguments.

It comes from defining the ground on which
no argument is needed.



THE JOURNEY FROM DOSSIER TO

DECISION

A dossier, however well-written, is a
beginning—not an end.

It is the starting point of a carefully
choreographed journey that moves evidence
off the page and into the minds—and
priorities—of decision-makers.

Turning an ITC from a static document into a
dynamic lever of influence requires strategic
precision at every step.

Here is how the journey unfolds:

1. Craft the Submission with Strategic
Intent

Long before the negotiation room,

long before the pricing proposals,

the first battle is fought in how you assemble
your evidence.

The ITC must not merely exist within the
dossier;

it must lead the dossier.

It should be positioned as the logical answer
to the payer’s core question:

"Why should we change what we are doing
now?"

Every supporting piece of evidence must
converge to reinforce this central comparative
advantage.

2. Prepare the Advocacy Framework
Evidence without advocacy is inert.

Once the dossier is submitted, the real work
begins:

e Equip your Market Access teams with
clear, confident messaging.

e Prepare internal playbooks that anticipate
payer objections—and answer them not
defensively, but persuasively.

e Develop succinct, high-impact briefing
materials that pull decision-makers back
to your key comparative claims.

The ITC becomes the cornerstone of all these
advocacy tools.

3. Engage Early and Often

Silence after submission is fatal.

Engage proactively with payers, HTA bodies, and key
influencers—

not to plead your case, but to clarify, support, and
reinforce  the comparative strengths already
embedded in your dossier.

When handled skilfully, each engagement session
becomes an opportunity to anchor your narrative
deeper into the decision-making process.

4. Stay Agile Without Losing Focus

Payers may request additional analyses, alternative
perspectives, or complementary data.

Be ready to respond rapidly, but never lose sight of
your strategic core:

the superiority or critical relevance demonstrated by
your ITC.

Agility is essential.

But strategic consistency wins.

Every new submission, every clarification, every
additional dialogue must drive decision-makers back
to the same unavoidable conclusion:

Choosing your therapy is not merely reasonable—it
is necessary.

5. Secure Action, Not Just Agreement
Final decisions are not made in
information transfer.

They are made in moments of conviction.

The true endpoint of the ITC journey is not a
favourable comment.

[t is a signed agreement.

A positive reimbursement listing.

An accelerated patient access programme.

Everything you build—from the dossier to the final
discussion—must be designed not for approval in
principle, but for action in practice.

moments of

In the world of Market Access today,

the gap between dossier and decision is where the battle
is either won or lost.

Those who understand that evidence is not just created,
but activated,

move faster, negotiate stronger, and embed themselves
in the markets they seek to serve.

Because in the final analysis, success is never given.

Itis architected.



REAL-WORLD CASES WHERE
STRATEGIC COMPARISONS
CHANGED THE GAME

Theory inspires.

Data convinces.

But it is real-world victories that truly change minds.

Across the pharmaceutical landscape, companies that understood how to strategically wield
Indirect Treatment Comparisons have not merely participated in markets—they have shaped
them.

Here are a few emblematic examples:

Case 1: Unlocking Reimbursement Without a Head-to-Head Trial
A mid-sized biotech company sought reimbursement for a new oncology therapy in a highly
competitive therapeutic area.

No direct comparative trials were available—and competitors had entrenched relationships with
payers.
Instead of pleading for special consideration, the company built a meticulously designed ITC.
They selected the most relevant comparator therapies.
They framed outcomes not merely in clinical terms, but in budgetary and patient-centric
narratives.
Result:

e Accelerated HTA approval by six months

¢ Secured a reimbursement rate 18% higher than market expectations

e Achieved market entry ahead of larger, better-funded competitors

Case 2: Reframing a Perceived Inferiority into a Strategic Advantage
A major pharmaceutical player faced an uphill battle:
their therapy appeared, in isolated endpoints, slightly less effective than a dominant competitor.
Instead of accepting defeal, they used an ITC to reframe the debate:
highlighting advantages in patient adherence, side-effect profile, and healthcare system costs
over a full treatment cycle.
Result:
e Payer perception shifted from “inferior efficacy” to “superior real-world value”
¢ Negotiated preferred formulary status within key national programmes
¢ Expanded market share by positioning around total value, not isolated endpoints

Case 3: Redefining the Value Benchmark in an Emerging Market
In Romania, a company entering the cardiovascular space faced fierce local competition and tight
pricing regulations.
Direct comparisons were unavailable.
Generic options dominated perceptions.
By deploying a strategically crafted ITC focused on long-term cost-effectiveness and system-
level savings,
they convinced payers not only to reimburse, but to set a new benchmark for therapy value in
that class.
Result:
¢ Fast-tracked reimbursement approval
e Negotiated price higher than initial market forecasts
e Established a platform for rapid expansion into neighbouring Eastern European markels



IN EACH CASE, THE ITC WAS NOT THE SIDE
NOTE—IT WAS THE CENTREPIECE.

e [T WAS NOT THE ABUNDANCE OF DATA THAT

WON.
e [T WAS THE STRATEGIC FRAMING OF
COMPARISON, RELEVANCE, AND

INEVITABILITY.

BECAUSE IN THE BATTLE FOR ACCESS, THE
SPOILS DO NOT GO TO THOSE WITH THE
THICKEST DOSSIERS,

BUT TO THOSE WHO BUILD THE CLEAREST,
MOST COMPELLING COMPARATIVE STORIES.

NEXT, WE MOVE BEYOND THE NEGOTIATION
TABLE,

AND INTO THE WIDER BATTLEFIELD WHERE
ACCESS IS GAINED, DEFENDED, AND
EXPANDED:

THE STRATEGIC MASTERY OF LOCAL
MARKETS.

IN THE NEXT CHAPTER, WE EXPLORE WHY
ROMANIA—AND MARKETS LIKE IT—ARE NO
LONGER PERIPHERAL,

BUT THE PROVING GROUNDS WHERE MARKET
ACCESS INNOVATION IS BORN.



Chapter V

Romania as a Strategic Theatre: Lessons in Precision
and Pace

In global pharmaceutical strategy, the true innovators understand a truth that others overlook:

The future of Market Access is often written first in emerging markets, not established ones.
Romania, today, is not a peripheral battleground.

It is a strategic theatre—an environment where precision, pace, and adaptability are not optional
advantages,
but absolute necessities.

Why?

Because Romania represents the convergence of three critical realities:

e Regulatory Complexity:

Evolving standards, decentralised influences, and a demand for strategic agility across multiple
stakeholders.

e Resource Constraints:

Payers are under immense pressure to maximise health outcomes with limited budgets—making
comparative value, not clinical novelty, the true currency of success.

e Access Urgency:

Patients, providers, and policymakers alike seek faster access to meaningful therapies—
rewarding companies that can build compelling, credible narratives quickly and confidently.

In such a market, the old tools—slow negotiations, defensive dossiers, one-size-fits-all
submissions—collapse under their own weight.
Here, only the sharp survive.
Only the clear persuade.
Only the agile win.
Romania teaches us that success in Market Access no longer belongs to those who wait for
guidelines to emerge,
but to those who anticipate, adapt, and lead the conversation before competitors even recognise
it is happening.
It is not the size of the company that matters.
Itis the precision of the strategy and the pace of execution.
The lessons learned here are not confined to Eastern Europe.
They are the blueprint for the next generation of Market Access across all geographies.
¢ Ifyou can build comparative evidence that wins in Romania, you can build it anywhere.
e If you can negotiate swiftly and decisively in Romania, you can do it in any high-pressure
market.
e If you can lead in Romania, you are building the muscles that will define leadership in the
new pharmaceutical world.
In the sections ahead, we will explore exactly how Romania serves as a living case study:
e how Indirect Treatment Comparisons
* how local contacts and relationships
¢ and how distribution agility
together form the triad of success that modern pharmaceutical companies must master.
Because leadership is not built in theory.
It is forged in the field.
And Romania is where the next leaders are already moving.



Why Emerging Markets Offer More Than

Compliance

For many companies, emerging markets are
treated as secondary opportunities—

places where regulatory hurdles must be
cleared, boxes ticked, and global expansion
targets mel.

This is a profound mistake.

Emerging markels like Romania are not passive
territories waiting for products.

They are active proving grounds, where Market
Access strategy is stress-tested under real-
world pressure.

Here’s why emerging markets offer far more
than compliance:

1. Complexity Forces Clarity

When you operate in a market with fluid
regulatory expectations, overlapping authorities,
and evolving reimbursement frameworks,

you cannot afford vagueness.

You must define your product's value with
absolute clarity—

in fewer words,

with sharper evidence,

and under tighter timelines.

Emerging markets demand that companies cut
through noise,

distil their value proposition to its essence,

and present it with surgical precision.

The skills honed here—speed, clarity, discipline
—become priceless assets when transferred to
more established markets.

2. Resource Scarcity Demands Stronger
Justification

In resource-rich environments, marginal
advantages can sometimes be enough to secure
access.

Not so in emerging markets.

Here, every euro, every leu, every
reimbursement decision must survive political,
economic, and clinical scrutiny simultaneously.
If your ITC cannot clearly demonstrate system-
level savings, improved patient outcomes, or
significant quality-of-life benefits,

you will not only lose the negotiation—you will
never even reach the serious stages of
discussion.

Emerging markets teach you to justify, not just
demonstrate.

3. Speed Is Not a Preference. It Is a
Survival Skill.

In  high-pressure environments where
political winds shift, healthcare priorities
evolve rapidly, and local champions change
roles frequently,

the companies that move first often set the
terms of engagement.

Delay means death.

Learning to build, submit, advocate, and
negotiate at  pace—without sacrificing
strategic focus—is not optional.

It is the difference between establishing a
market presence and watching opportunities
slip away.

Emerging markets are not where you go to
"catch up".

They are where you set the pace.

4. Relationship Capital Outweighs Formal
Process

In textbook negotiations, procedures rule.

In reality, especially in emerging markets,
relationships rule.

Knowing the stakeholders, understanding the
local pressures, respecting cultural dynamics
these are not afterthoughts.

They are the central pathways to success.
Emerging markets demand a high-touch,
human-first approach to Market Access—

and companies that master this dynamic gain
an edge that no amount of documentation can
replicate.

In short, emerging markets are not places
where strategy is diluted.
They are where strategy is distilled.

¢ Distilled to speed.

o Distilled to clarity.

¢ Distilled to action.
And those who learn to lead here do not
merely succeed locally.
They build the capabilities to dominate
globally.



Winning Through Local Insight, Strong Networks,
and Comparative Evidence

Success in emerging markets is rarely a
matter of who has the bigger brand, the
deeper pockets, or the flashier science.

It belongs to those who master three
critical levers:

local insight, strong networks, and
strategic evidence.

Let’s break them down.

1. Local Insight: Seeing Beyond the
Surface
Markets  like
approached with a universal template.

e Policies evolve rapidly.

e Political dynamics shift.

e [ealthcare system priorities pivot with
elections, budgets, and public
sentiment.

Surface-level understanding—regulatory

guidelines, reimbursement forms, official
pathways—is not enough.

Romania  cannot be

You must know:

e Which therapeutic areas are politically
sensitive.

e Which hospitals
decisions.

e Which patient advocacy groups are
emerging forces.

e Which upcoming legislative changes
might alter the rules mid-negotiation.

influence regional

Insight creates advantage.

Not because it allows you to predict the
future with certainty,

but because it allows you to move faster
and more decisively when the future
suddenly changes.

2. Strong Networks: Access Built Before It Is
Needed

Relationships are not an afterthought in emerging
markets.

They are the infrastructure of success.

« Engaging with key opinion leaders before they
become critical.

o Building trust with regulatory and HTA bodies
through transparent, proactive
communication.

e Partnering with local distributors, healthcare
organisations, and academic centres who can
advocate authentically.

When the moment of decision arrives, it is far too
late to start building connections.

You do not negotiate Market Access.

You earn il—long before the negotiation begins.
Strong networks transform
opportunity.

They open doors that documents alone cannot.

uncertainty into

3. Comparative Evidence: The Universal
Language of Value

No matter how unique the local environment,

one language transcends every market:

clear, credible, comparative evidence.

An ITC, meticulously constructed, delivers a
message that no payer—Romanian or otherwise—
can easily ignore:

“Among all available options, this therapy offers the
greatest value for patients, systems, and society.”

In markets where direct head-to-head trials are
rare, and resources are stretched,

an ITC becomes not just helpful—it becomes
indispensable.

When local insight shapes your strategy,

strong networks carry your message,

and comparative evidence seals your case,

you do not merely win access—you define the
standard.

EMERGING MARKETS ARE NOT OBSTACLES.

THEY ARE ACCELERATORS.

e ACCELERATORS OF CAPABILITY.

e ACCELERATORS OF CLARITY.

e ACCELERATORS OF LEADERSHIP.

AND THOSE WHO LEARN TO WIN HERE ARE THE ONES BEST EQUIPPED TO

WIN EVERYWHERE.



Turning Regulatory Complexity into Competitive

Certainty

At first glance, regulatory complexity seems like
a burden.

A maze of shifting guidelines, evolving
expectations, and fragmented authorities.

But to the strategically minded,

regulatory complexity is not a barrier.

It is an opportunity.

Because complexity creates hesitation.

And hesitation creates openings.

When your competitors are paralysed by
uncertainty,

those who act with clarity, speed, and strategic
precision do not merely navigate the system—
they shape it.

Here’s how complexity, correctly approached,
becomes a competitive certainty:

1. Own the Information Flow

In dynamic markets, those who rely passively on
public updates will always be late.

Winners build their own intelligence networks:

¢ Regular dialogue with regulators.

¢ [arly engagement with HTA bodies.

e Partnerships with local legal and policy
experts.

When you understand regulatory shifts before
they are formalised,
you are not reacting—you are preparing to lead.

2. Frame Complexity to Your Advantage
When the landscape is unclear, decision-makers
seek partners who bring clarity.

If you can explain the evolving regulatory
environment better than the regulators
themselves,

you are no longer just a company seeking access.
You are an indispensable guide through
uncertainty.

This strategic framing not only builds trust.

It also shifts the perceived risk:

approving you feels safer than delaying you.

3. Build Flexibility Into Every Plan

Rigid launch plans fail in complex systems.

You must design strategies that can flex:

o Alternative comparator strategies if HTA

requirements change.

« Contingency pricing scenarios aligned with
emerging policies.

e Evidence packages that can be modularly
adapted without losing narrative coherence.

Flexibility is not about indecision.

It is about preparing multiple pathways to
victory—and moving quickly down whichever one
opens first.

4. Celebrate Complexity as a Barrier to Entry
Every time a regulatory environment becomes
more complicated,

the cost of entry for less-prepared competitors
rises.

For companies who master complexity,

every new guideline, every new assessment layer,
is not an obstacle to fear,

but a barrier that protects the ground they have
claimed.

You are not merely surviving complexity.
You are weaponising it.

In markets like Romania—and
across the world—

competitive certainty belongs to those who
embrace complexity, not those who lament it.

increasingly

Because when others are daunted by the maze,
you will already be at the centre,
wailing Lo welcome them—on your terms.



Chapter VI

The Future Belongs to the Bold: Leading Through

Comparative Strength

The pharmaceutical landscape is not merely evolving.

It is accelerating, fragmenting, and reforming at a pace that punishes hesitation and rewards

audacity.

In this new era, leadership will not be defined by who has the largest budget,
or even by who discovers the next breakthrough therapy.

Leadership will be defined by who moves first,

who frames the evidence best,

and who claims the clearest comparative advantage—before others realise the ground has

shifted.

Comparative strength is no longer a compelitive edge.

It is the competitive baseline.

The companies that master Indirect Treatment Comparisons as strategic weapons—
not afterthoughts, not box-ticking exercises,

but central elements of negotiation, positioning, and policymaker influence—

will be the ones who do more than survive this transformation.

They will own it.

Here is what the future demands:

¢ Faster Evidence Generation:
Building comparative narratives in parallel with clinical development, not after the fact.
¢ Sharper Market Engagement:
Engaging payers and stakeholders before launch, shaping expeclations before
submissions.
¢ Bolder Negotiation Stances:
Approaching discussions not as supplicants seeking approval,
but as partners delivering value, clarity, and system-level solutions.
¢ Deeper Local Integration:
Understanding markets not from headquarters,
but from within—through genuine local partnerships, early insights, and cultural fluency.

The bold will not wait for certainty.

They will create momentum.

The bold will not react to guidelines.

They will anticipate needs.

The bold will not compete on the margins.
They will redefine the benchmarks.

In the pages that follow, we will distil this future into clear principles—
principles that any company,

regardless of size, history, or geography,

can adopt to lead through comparative strength.
Because in a world moving this fast,

there is only one lasting strategy:

Lead, or be left behind.

formal



Why Mastery of ITCs Will Define the Next
Generation of Market Access

The companies that will lead the next era of pharmaceutical access will not necessarily be the ones with the
most publications,

the most awards,

or even the most promising molecules.

They will be the ones who master one fundamental skill:

the strategic use of comparative evidence.

Here is why:

1. Comparisons Create Clarity in a Crowded World

The therapeutic landscape is increasingly crowded.

New therapies launch into already saturated markets,

with multiple competitors vying for the same budget,

the same attention,

the same shrinking window of payer flexibility.

In this noise, the simplest, clearest story wins.

An Indirect Treatment Comparison cuts through that noise.

It does not merely add more data to the conversation—it frames the conversation.
It shows why your product matters now.

Why it matters more than the alternatives.

Why decision-makers must act quickly and decisively.

Without a strong comparative story, even the best therapies risk becoming invisible.

2. Payers Demand Not Just Proof, But Priority

Payers are no longer looking merely for therapies that work.

They are looking for therapies that deliver system-wide value—

therapies that outperform existing options not just in clinical trials,

but in cost, adherence, real-world effectiveness, and societal impact.

An ITC, built with strategic intent, demonstrates these priorities side-by-side,
in a way that raw clinical data alone never could.

It answers the payer’s unspoken question:

“Why should we prioritise you over the hundreds of other demands on our limited resources?”
If you cannot answer that question first—and forcefully—

you are already negotiating from a position of weakness.

3. Negoliations Are Won Before They Begin
The companies that enter negotiations with an authoritative, compelling comparative story do not need to fight
for advantage during the meeting.
They have already established the terms of engagement.
¢ They control the narrative.
o They shape the expectations.
¢ They set the reference points against which decisions are made.
An ITC, properly positioned, wins the negotiation before the first official exchange even occurs.
Preparation is no longer preliminary.
Itis decisive.



4. Comparalive Mastery Becomes a Cultural Asset

True leadership in Market Access requires more than one strong
submission.
It requires a cultural shift:

e A shift where comparative thinking informs clinical
development from the start.

e Where pricing strategies are rooted in evidence, not
assumptions.

e Where regulatory interactions anticipate comparative
demands before they are formally articulated.

The companies that embed this mindset into their teams,
their processes,

their very way of working,

will not just win individual negotiations.

They will set new standards for the industry.

The future will not reward those who accumulate evidence
randomly.

It will reward those who shape it deliberately.

Those who design comparisons that dominate discussions.
Those who build narratives that accelerate access.

Because in the end,

the companies that understand how to frame the choice
will become the companies that are chosen.



The New Principles: Be Faster, Be Clearer, Be Unforgettable

In the past, success in Market Access was earned by those who were compliant.

Today, it belongs to those who are commanding.

The rules have changed—not officially, but undeniably.

And the companies who will lead are those who embrace three new, non-negotiable principles:

1. Be Faster

Faster does not mean reckless.

It means ready.
o Ready with evidence that anticipates questions, not reacts to them.
¢ Ready with submissions that reflect not just today’s rules, but tomorrow’s expectations.
e Ready with teams that move before market signals become public.

Speed today is not a luxury—it is the cost of entry.

Every day you delay is a day your competitors define the conversation.
Every week you hesitate is a week closer to irrelevance.

Faster means you arrive first—positioned, prepared, and persuasive.

2. Be Clearer

Complexity is no longer impressive.

Clarity is.

In a world flooded with information, payers and decision-makers gravitate to those who can make things simple—without
being simplistic.

Your Indirect Treatment Comparison must not be a puzzle to solve.

It must be a story they can’t unsee.

e (Clear comparisons.
e Clear value.
e (lear consequences of inaction.

Clarity doesn’t just improve communication.
It accelerates conviction.

3. Be Unforgettable

When every product claims innovation...

When every company claims differentiation...

When every dossier is three hundred pages long...

The one that is remembered, wins.

Being unforgettable doesn’t mean being louder.

It means being more precise, more relevant, more resonant.
It means delivering a comparative story so well-constructed,
so intuitively powerful,

that decision-makers carry your message into their next meeting—whether you’re present or not.
Unforgettable means you don’t chase approval.

You become the standard against which others are measured.

In the era ahead, it will not be the compliant who win.

It will be the clear.

The bold.

The unforgettable.

And those who master comparative strategy will not merely survive the future.
They will define it.



Building an Organisation That Moves Before Others Decide

Mastering comparative evidence is not a project.

Itis a posture.

A way of operating.

A way of thinking.

To lead through Market Access, you must build an organisation that does not simply react to opportunities,
but creates them—before others even notice they exist.

Here’s how:

1. Embed Strategic Comparison into Every Function
Comparative thinking should not sit in one department.
It must run through the veins of your company.

e (Clinical development should design trials with future ITCs in mind.

e Regulatory teams should anticipate where comparison will be challenged.

¢ Market Access teams should shape negotiation narratives from the first data readout.
¢ Senior leadership should invest not just in generating data, but in positioning it.

This is not a matter of structure.
It is a matter of culture.

2. Reward Anticipation, Not Reaction

Too many companies celebrate firefighting—swift responses to unexpected regulatory or pricing demands.
But the companies that dominate do not fight fires.

They prevent them from stlarting.

Build incentives, habits, and expectations that favour foresight.

Make it clear across all levels that being early is not just admired—it is required.

3. Train for Influence, Not Just Accuracy

Accuracy is assumed.

But influence is earned.

Equip your teams not only to build comparisons,

but to communicate them—clearly, confidently, and compellingly.

From global strategists to local reps,

everyone who touches your value story must be able to carry it with precision and conviction.
Your organisation must speak one language—comparative, strategic, and bold.

4. Move from Static Process to Adaptive Readiness

The most successful companies don’t lock themselves into rigid timelines and linear processes.
They build adaptive readiness:

frameworks that allow rapid response to opportunity,

adjustment without chaos,

and acceleration without compromise.

Because the market will never wait for your roadmap.

If you are not ready to move when others are still deciding,

you have already won.

The future does not belong to the biggest.

It belongs to the best prepared.

To the fastest learners.

To those who act before the page is even turned.
Build that organisation.

Because when the next opportunity emerges,
you won't have time to catch up.

You'll already be there—defining it.



CONCLUSION

LEADERSHIP IS A CHOICE: MAKE IT YOURS

You've seen the map.

You've walked the terrain.

You now understand what truly defines leadership in today’s pharmaceutical world.

Not scale.

Not noise.

Not even science alone.

But clarity.

Comparative strength.

And the courage to move first.

At every stage of the journey —from evidence generation to pricing negotiations, from emerging
markets to system-level strategy — those who choose to lead are those who own the comparison.
Because in the end, the market does not reward products.

It rewards decisions.

And decisions are shaped by narratives.

So what now?

That depends on one question:

Will you return to your processes, your routines, your familiar patterns —
or will you rewrite the way your organisation speaks, moves, and leads?

This is not a question of tools.
It is a question of identity.

o Will you wait for clarity, or create it?
o Will you follow the path others draw, or carve your own through comparative precision?
o Will you be one more company in the room, or the company that redefines the room?

You already have what you need:

The knowledge.

The structure.

The lens.

What comes next is not about more information.
It is about a decision.

Leadership is not a title.
It is a posture.

And it begins now.

With you.



APENDIX A

Key Terms Glossary: Comparative Evidence & Market Access

¢ ITC (Indirect Treatment Comparison):
A method for comparing two or more interventions using data from separate studies, when direct
head-to-head trials are unavailable.

o HTA (Health Technology Assessment):
A multidisciplinary process that summarises information about medical, economic, social, and
ethical issues related to the use of a health technology.

o Comparator:
The existing therapy (or therapies) used as a reference point in a comparative analysis.

« Value Proposition:
The strategic argument demonstrating the value of a product in terms of clinical outcomes, cost-
effectiveness, and healthcare system impact.

« Evidence Narrative:
A structured, persuasive storyline that frames comparative data in a way that aligns with payer
decision-making priorities.

o Budget Impact Analysis:
An economic model estimating the financial implications of adopting a new therapy within a
specific healthcare context.



APENDIX B

Strategic ITC Checklist: From Design to
Negotiation

Have you defined your target comparator(s) based on payer
expectations and clinical relevance?

Are your outcomes aligned with what matters most to decision-makers
(e.g., QoL, adherence, cost impact)?

Have you engaged HTA or regulatory advisors during design —not after
completion?

Is your methodology transparent, reproducible, and defensible?

Does your ITC narrative anticipate objections and pre-frame the payer
discussion?

Are your visual materials (tables, graphs) clear and persuasive?

Have you trained all teams (Medical, MA, Commercial) on how to
communicate the comparative story consistently?

Have you stress-tested your ITC against competitor counter-claims?

Is your ITC integrated into pricing strategy and not simply placed in the
HTA annex?

Can you summarise your comparative advantage in one sentence that
decision-makers will remember?



APENDIX C

PMC Negotiation Blueprint: Comparative Access Strategy

1. Position Early
Anchor your narrative before launch through early engagement with local stakeholders
and HTA bodies.

2. Control the Frame
Lead with ITC findings that demonstrate both clinical and economic superiority in ways
that reflect local payer priorities.

3. Integrate Evidence with Messaging
Ensure Market Access teams, regulatory staff, and field personnel are trained to deliver
one unified, strategic message.

4. Build Agility into Submission Plans
Prepare modular evidence packages and alternative comparator scenarios to flex with
emerging requirements.

5. Move Towards Action, Not Consensus
Design every meeting, every slide, and every document to push the payer one step closer
to reimbursement — not to "agreement in principle".
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