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Executive Summary

The FDA approval of Baxfendy (baxdrostat) on May 18, 2026 marks a watershed moment in hypertension therapy — it is
the first and only aldosterone synthase inhibitor (ASI) approved for blood pressure control. Baxdrostat (marketed as
Baxfendy by AstraZeneca) provides a novel mechanism of action, selectively blocking the enzyme CYP11B2 to inhibit
aldosterone synthesis (") www.astrazeneca-us.com) (“) www.drugs.com). In Phase |1l trials, adding baxdrostat to existing
regimens produced a placebo-adjusted systolic blood pressure (SBP) reduction of ~9.8 mmHg at the 2 mg dose
(with baseline reductions of —15.7 mmHg vs —5.8 mmHg on placebo) (! vwww.nejm.org) (Y www.astrazeneca-us.com). This
magnitude of BP lowering is associated with substantial cardiovascular benefit (nearly a 20% reduction in major events
per 10 mmHg drop (“) www.drugs.com) (°) news.cision.com)), addressing a critical unmet need. Current estimates suggest
tens of millions of U.S. and global patients have hypertension that remains uncontrolled despite multi-drug therapy (°
news.cision.com) ("' www.drugs.com). Baxdrostat is indicated as an add-on (4th-line) therapy for adults already on =2
medications whose BP is inadequately controlled (*) vaww.drugs.com) (B! www.nejm.org).

AstraZeneca acquired baxdrostat via the 2023 CinCor Pharma takeover, investing ~$1.3 billion upfront (*'
news.cision.com). With priority FDA review leading to the May 2026 approval, Baxfendy is now slated for U.S. launch
(pharmacy availability ~June 9, 2026 (*°! vwww.biopharmadive.com)). AstraZeneca projects peak annual sales of ~$5 billion
(potentially doubling if future indications in chronic kidney disease or heart failure materialize) (!
www.biopharmadive.com) (*2) www.fiercepharma.com). The company is aggressively preparing for commerecial roll-out:
investing in expanded sales force and pre-launch activities (“°! www.biopharmadive.com) (M v biopharmadive.com), and
aiming to secure high-tier formulary placement using its strong payer and provider networks from existing CVRM
products.

This report provides an in-depth analysis of Baxdrostat's scientific rationale, clinical development, and the competitive
and market landscape of uncontrolled/resistant hypertension. It examines the background of hypertension management
and the role of aldosterone, reviews the pivotal trial data and safety profile, and surveys counterpoint therapies (e.g.
mineralocorticoid-receptor antagonists). We assess AstraZeneca’s 4th-line add-on market strategy, including pricing
forecasts, payer strategies, and potential hurdles. Data from clinical trials, expert commentary, and market analyses are
integrated throughout, with a focus on evidence-based conclusions. Finally, we discuss broader implications for patient
care and future research: the potential of ASls to reshape guidelines, opportunities in related indications (primary
aldosteronism, cardiorenal disease), and the importance of long-term cardiovascular outcomes. All key points are

supported by peer-reviewed and industry sources () www.nejm.org) (“ www.drugs.com).

Introduction and Background

Hypertension affects an estimated 1.3-1.4 billion people worldwide (I*°! www.astrazeneca-us.com) (/! www.drugs.com). It
remains the most common modifiable risk factor for cardiovascular disease (CVD), stroke, heart failure, and kidney
damage (1°/ news.cision.com) (" www.drugs.com). Despite widespread treatment, uncontrolled hypertension is pervasive:
globally, roughly half of treated patients do not achieve target blood pressures ("* vwww.astrazeneca-us.com) (°°
news.cision.com). In the U.S. alone, some 50% of hypertensive adults on multiple drugs still have persistently elevated BP
(! news.cision.com) (" www.drugs.com). This “residual” hypertension carries enormous morbidity and mortality — even
moderate BP elevations significantly increase risks of myocardial infarction, stroke, and renal failure (©°! news.cision.com)

(™ www.drugs.com).

Definitions: Current AHA/ACC guidelines define uncontrolled hypertension as BP remaining above goal despite 22
concurrent antihypertensive agents (often including a diuretic), whereas resistant hypertension is BP > goal despite
treatment with >3 drugs (one being a diuretic) (**! vww.nejm.org) (*°) www.nejm.org).In practice, “resistant” hypertensives
on three or more drugs comprise roughly 15—-20% of all treated hypertensive patients (\*°! touchstonepublishers.com) (/)
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www.drugs.com). Of that group, many remain uncontrolled (often defined as systolic >140 mmHg despite full regimens).
These treatment-resistant patients have dramatically higher rates of end-organ damage and cardiovascular events than
patients with well-controlled BP (©°! news.cision.com) (*") www.astrazeneca-us.com). For example, epidemiological data
indicate that every 10 mmHg increase in SBP raises all-cause mortality by ~20-40% (°/ news cision.com) (I*)
www.drugs.com). Thus, even a 5-10 mmHg improvement can translate to clinically meaningful risk reductions.

Current Treatment Paradigm: First-line therapy for essential hypertension typically includes lifestyle changes and one of

(18 [19]

a few main classes (thiazide diuretics, ACE inhibitors/ARBs, or calcium channel blockers) (*°! www.fiercepharma.com) (
www.jacc.org). Additional antinypertensives are added sequentially if BP remains uncontrolled. Guidelines generally
recommend adding a second agent of a complementary class (e.g. ACEI + thiazide) and a third agent if needed (*°
www.nejm.org). Notably, for patients who remain hypertensive on a three-drug regimen (including a diuretic), guidelines
explicitly advise adding spironolactone — a mineralocorticoid receptor antagonist (MRA) — as a fourth-line medication
(" www.nejm.org). The UK PATHWAY-2 trial showed that spironolactone was significantly more effective than alternative
4th-line agents (doxazosin, bisoprolol) or placebo in lowering BP in resistant hypertension (2% v wikijournalclub.org). On
average, spironolactone (25-50 mg) as a 4th drug yields roughly a 7-9 mmHg additional SBP reduction over placebo ("
www.jacc.org). However, up to ~40% of patients cannot tolerate spironolactone due to hyperkalemia or endocrine side
effects (gynecomastia/impotence) (°?/ www.jacc.org). Eplerenone, another MRA, has fewer hormonal side effects but
appears less potent for BP reduction and still causes hyperkalemia, especially in CKD (**! vwww jacc.org). Alternative “add-
on” options (such as amiloride) also exist but likewise have limitations (** www.jacc.org). As a result, a substantial fraction
of patients with apparent resistant hypertension remain without an effective and well-tolerated therapeutic option (*%!

www.jacc.org) ("1 www.drugs.com).

Role of Aldosterone: Aldosterone — a mineralocorticoid hormone — is a key driver of hypertension in many such
patients. It raises BP by promoting sodium and water retention and excreting potassium (“* news.cision.com) ()
www.drugs.com). “Aldosterone breakthrough” and relative hyperaldosteronism often occur even on ACE inhibitors/ARBs,
contributing to resistant hypertension and its complications (! www.drugs.com) (“°/ news.cision.com). Indeed, studies show
elevated plasma aldosterone concentrations correlate strongly with poor BP control and progression of cardiovascular
and renal disease (I news.cision.com) (*/! www.astrazeneca-us.com). Primary hyperaldosteronism (Conn’s syndrome) —
defined by cortisol-independent aldosterone overproduction — is recognized in an increasing proportion (perhaps 5-15%)
of patients with resistant hypertension (I°?! v jacc.org) (7 www.jace.org). Thus, targeting the aldosterone pathway has
long been a therapeutic focus. However, while MRAs block aldosterone’s effects at the receptor, no drug prior to
baxdrostat has blocked aldosterone synthesis in humans.

Unmet Need: Despite a multi-billion-dollar antihypertensive market, no new first-in-class BP-lowering mechanism
(beyond combinations) has emerged since 2007 (*°! vwww.nejm.org). According to AstraZeneca and others, roughly 23—-25
million Americans remain uncontrolled on =2 medications (°°/ news.cision.com) (! vww.drugs.com). Globally, as many as
one in four hypertensives may be candidates for add-on therapies beyond current standards. This creates both a vast
unmet medical need and a lucrative market opportunity, especially if a new agent could lower BP robustly without the side
effects of existing MRAs. Baxdrostat (Baxfendy) fills this niche by uniquely inhibiting aldosterone production at its source
(M www.astrazeneca-us.com) (?) www.drugs.com). By restoring BP control, it promises to reduce stroke, heart attack, kidney
failure and related deaths — a public health priority. Clinicians and patients have “been waiting for many years” for such

an innovation (“*' news.cision.com).

Aldosterone Synthase Inhibitors: Mechanism
and Drug Development
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Physiological Role of Aldosterone and the Rationale for
Inhibition

Aldosterone is synthesized in the adrenal cortex via the enzyme aldosterone synthase (CYP11B2). It plays a central
role in the renin-angiotensin-aldosterone system (RAAS), acting on the kidney’s distal tubules to promote sodium (and
water) retention while excreting potassium (*°/ news.cision.com) (?) www.drugs.com). Excess aldosterone therefore raises
blood volume and vascular resistance, elevating blood pressure. In conditions like resistant hypertension, heart failure,
and kidney disease, aldosterone levels are often anomalously high (“aldosterone breakthrough”), driving further end-
organ damage (*°! news.cision.com) (?/) www.astrazeneca-us.com). Targeting aldosterone can break this cycle. Indeed,
blocking aldosterone’s receptor (with MRAS) has clear benefits in heart failure and steroid-induced HTN. However,
analogous blocking of aldosterone synthesis had been elusive due to the enzyme’s similarity to 113-hydroxylase
(CYP11B1), the cortisol-producing enzyme (' www.nejm.org) (5% news.cision.com). Non-selective blockade could induce
cortisol deficiency or adrenal off-target effects. A highly selective inhibitor of CYP11B2, sparing CYP11B1, is therefore
needed to avoid adrenal insufficiency and to specifically lower aldosterone levels without interfering with cortisol (%!

www.nejm.org) (%3 news.cision.com).

Drug Design and Selectivity

Baxdrostat (CIN-107, also known as RO6836191) was designed as a potent oral small-molecule inhibitor of aldosterone

synthase (I*°! news.cision.com) (°? www.nejm.org). Preclinical studies showed high selectivity: the drug inhibits CYP11B2

(aldosterone synthase) with ~100-fold greater potency than CYP11B1 (! www.nejm.org). In healthy volunteers and
animal models, baxdrostat robustly lowered plasma aldosterone with minimal impact on serum cortisol ({331
news.cision.com) (%% www.nejm.org). This selectivity distinguishes baxdrostat from earlier compounds. For example,
Novartis’s LCI-699 (osilodrostat) showed aldosterone-lowering but also reduced cortisol at higher doses, limiting its HTN
use. In contrast, AstraZeneca data note “highly selective, oral small-molecule inhibitor” capable of lowering
aldosterone without affecting cortisol (°°! news.cision.com) ("' www.astrazeneca-us.com). This biochemical specificity
underpins its first-in-class status (! www.astrazeneca-us.com) (# www.drugs.com).

Historical Context: Attempts at AS Inhibition

Efforts to develop aldosterone synthase inhibitors date back decades, but none had yielded approved hypertension
treatments. Osilodrostat (LCI-699) was explored in the 2000s; it lowered aldosterone but often caused long-term drop in
cortisol, leading to adrenal insufficiency. Another compound, AMI-1 (Compound 18/OMT-28), and various sartans had
minor effects on aldosterone. Roche briefly investigated RO6836191 (the precursor to baxdrostat) before licensing to

CinCor. Mineralys Therapeutics in the U.S. later developed lorundrostat (LC1699 analog) and secured license from Roche

as well. These parallel programs finally converged in 2023—-2025: AstraZeneca'’s CinCor acquisition (2023) combined a
leading ASI (baxdrostat) with its portfolio, and Mineralys advanced lorundrostat. By 2026, Baxdrostat is the first such ASI
to reach FDA approval (** news.cision.com) (**)ir mineralystx.com); lorundrostat is expected to follow by year's end (*°

www.fiercepharma.com) (3% ir.mineralystx.com).

Commercial History: CinCor Acquisition

CinCor Pharma, a Boston-based clinical-stage biopharma founded in 2018, led baxdrostat development. In January
2023, AstraZeneca agreed to acquire CinCor (finalized Feb 2023) for ~$1.3 billion upfront (up to $1.8 billion including
regulatory milestones) (°! news.cision.com). The purchase secured global rights to baxdrostat (CIN-107). AstraZeneca
engineer Mene Pangalos stated the rationale: “Excess levels of aldosterone are associated with hypertension and
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several cardiorenal diseases” and adding baxdrostat aligns with their heart-kidney-pancreas (CVRM) strategy (!
news.cision.com). CinCor’s CEO described the acquisition as accelerating development and expanding potential for
patients with cardiometabolic and renal conditions (°*' news.cision.com). In short, AstraZeneca paid a premium (121%
above market price) to bring this first-in-class agent into the company’s portfolio (°/ news cision.com). Given Baxdrostat's
later clinical success, that investment looks prescient — the drug’s efficacy has justified the acquisition cost and sets up
AZ for major revenue.

Clinical Development and Trial Evidence

Phase Il Studies

BrigHTN (Phase Il, Resistant Hypertension)

The pivotal Phase Il study BrigHTN (NCT04519658) evaluated baxdrostat in patients with treatment-resistant
hypertension (°“) www.globenewswire.com). It was a randomized, double-blind, placebo-controlled trial involving 275
patients on >3 antihypertensives (one a diuretic) who still had uncontrolled BP (“°! www.globenewswire.com) (**)
www.ace.org). Subjects were randomized to baxdrostat 0.5 mg, 1 mg, 2 mg, or placebo once daily for 12 weeks (**/
www.globenewswire.com) (“ vw.ace.org). The primary endpoint was change in seated SBP from baseline to Week 12

([431 www.globenewswire.com) ([441 WWW.acc.org).

Results: Baxdrostat produced dose-dependent and statistically significant BP reductions (**! www.acc.org). At 12 weeks,
the mean SBP change was:

« 0.5mg:-12.1 mmHg
e 1.0 mg: -17.5 mmHg (p=0.003 vs placebo)
« 2.0 mg: —20.3 mmHg (p<0.001 vs placebo)

+ Placebo: 9.4 mmHg (““' www.acc.org).

Thus, the placebo-adjusted SBP drop was approximately —8.1 mmHg for 1 mg and =10.9 mmHg for 2 mg (p<0.001) (**!
www.acc.org). These results were later published in N Engl J Med (“°) vww.nejm.org) (““) www.acc.org). Importantly, the
BP-lowering was accompanied by large aldosterone changes: patients on baxdrostat had marked reductions in plasma
aldosterone and compensatory rises in renin, confirming on-target action, while cortisol levels were unchanged (*°

www.globenewswire.com).

Safety: Baxdrostat was generally well tolerated. Rates of serious adverse events were low (0—3% across doses, versus
3% on placebo) (*"! www.acc.org). Notably, rates of clinically relevant hyperkalemia (serum K+26.0 mmol/L) were minimal
even at high dose: 0% (0.5 mg), 3% (1 mg), 2% (2 mg) vs 0% on placebo (*’! www.acc.org). This contrasts favorably to
spironolactone, where hyperkalemia occurs in a higher percentage of patients (*?! www.jacc.org). Side effects were mostly
mild (dizziness, cramps, as seen in asthma via press report). No serious adrenal insufficiency or cortisol deficiency was

observed, consistent with the drug’s selectivity () viw.globenewswire.com) (M www.astrazeneca-us.com).

Conclusions (Phase Il): The BrigHTN trial demonstrated that baxdrostat can significantly lower SBP in truly resistant
hypertensive patients with three-drug regimens, with a placebo-adjusted drop of roughly 10 mmHg at 2.0 mg (/!
www.acc.org). investigators and independent expert reviewers viewed these reductions as clinically meaningful given the
high-risk population (“*! www.drugs.com). The safety profile was reassuring, especially the low incidence of dangerous
hyperkalemia. These findings were described as “robust blood pressure lowering capabilities” with a well-tolerated profile
(“Chwww.globenewswire.com). BrigHTN thus established proof-of-concept for clinical efficacy and supported moving to

Phase III.
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HALO (Phase Il, Uncontrolled Hypertension)

CinCor also conducted a smaller Phase Il trial HALO in somewhat less severe (uncontrolled) hypertensive patients.
HALO tested baxdrostat as an 8-week add-on to 2-3 drug therapy. However, HALO did not meet its primary endpoint at 8
weeks (1“9 news.cision.com). (This was likely due to the shorter duration; BP lowering effects of ASls can take longer to
fully manifest.) Nevertheless, HALO's safety data were consistent with BrigHTN. The negative HALO was not publicly
highlighted after AZ's acquisition but is noted academically. Overall, the Phase Il program validated the target and dose

ranges before proceeding.

Phase lll Study (BaxHTN)

With positive BrigHTN results, AstraZeneca launched BaxHTN-a large Phase Il trial evaluating baxdrostat in both
uncontrolled and resistant hypertensive patients (I°°) www.astrazeneca-us.com) (°* news.cision.com). BaxHTN was a
global, randomized, double-blind, placebo-controlled study with 796 patients (1°?) www.astrazeneca-us.com) (°*
news.cision.com). Eligible patients had seated clinic SBP 140-170 mmHg despite either (a) 2 medications (uncontrolled
hypertension) or (b) =3 medications including a diuretic (resistant hypertension) at stable doses (I°* www.nejm.org) (*!
news.cision.com). Nearly all patients were on =2 drugs at entry, about two-thirds on =3. Study design included a 12-week
double-blind treatment period of 1 mg, 2 mg baxdrostat or placebo on top of standard care (°*/ vww.nejm.org) (°*!
news.cision.com). Confirmatory endpoints (longer-term durability, SBP goal attainment) were assessed through week 32,
and safety through 52 weeks.

Primary Efficacy Results

At 12 weeks, BaxHTN showed statistically significant and clinically meaningful reductions in seated SBP for both
baxdrostat doses versus placebo (! www.astrazeneca-us.com) (°* news.cision.com). Specifically, the mean change from
baseline SBP was —14.5 mmHg (95% CI —-16.5 to —12.5) with 1 mg and —15.7 mmHg (-17.6 to —13.7) with 2 mg, versus —
5.8 mmHg (=7.9 to —3.8) with placebo (°°! vwww.nejm.org) (*! www.nejm.org). The placebo-adjusted reductions were —8.7
mmHg (1 mg) and —9.8 mmHg (2 mg) (p<0.001 for both) (*) vwww.nejm.org) (°°! news.cision.com). In other words,
baxdrostat 2 mg reduced SBP by about 10 mmHg more than placebo (p<0.001). Similar results were seen in
subgroups: both the uncontrolled (2 drugs) and resistant (3+ drugs) cohorts derived comparable benefit (!
www.astrazeneca-us.com) (°° news.cision.com). (The Systolic Reduction at 2 mg was roughly double the ~6-8 mmHg seen
with spironolactone in PATHWAY-2 (?*) www jacc.org).)

Secondary endpoints all supported the primary: baxdrostat significantly lowered diastolic BP, and more patients achieved
target SBP <130 mmHg compared to placebo (°/) www.astrazeneca-us.com). In exploratory analysis, baxdrostat also
meaningfully reduced 24-hour and nighttime SBP (an 11-17 mmHg drop at various dosing) (°°/ www.astrazeneca-us.com),
which is important given the link between nocturnal BP and cardiovascular risk.

Safety in Phase Il

Baxdrostat was well tolerated in BaxHTN (") www.astrazeneca-us.com) (°°) news.cision.com). The overall adverse event
profile was similar to placebo, with most events mild (e.g. headache, dizziness). Importantly, hyperkalemia was
infrequent and mild: confirmed serum K+ >6.0 mmol/L occurred in 1.1% of patients on either baxdrostat dose, versus 0%
on placebo (°°' www.astrazeneca-us.com). This low rate compares favorably to ~10-15% hyperkalemia rates often seen
with spironolactone in practice (“?/ www.jacc.org). There were no unexpected safety signals such as adrenal insufficiency
or significant cortisol suppression. In summary, BaxHTN confirmed that adding baxdrostat yields robust BP lowering
without introducing new safety concerns (°° www.astrazeneca-us.com) (! www.nejm.org).
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The BaxHTN results were presented at major conferences and published in the New England Journal of Medicine (Flack
et al. 2025) (1“°! www.nejm.org). The FDA approval announcement and several press releases also detailed these findings
(°Y news.cision.com) (“* www.drugs.com). For example, a June 2025 announcement stated: “Baxdrostat 2mg lowered
SBP by 15.7 mmHg (9.8 mmHg placebo-adjusted) from baseline in BaxHTN" (°*! news.cision.com), echoing the NEJM
data. Investigators emphasized that nearly double-digit placebo-adjusted SBP reduction was both statistically significant
and clinically important (°? news.cision.com) (“ www.drugs.com).

Summary of Clinical Evidence

Collectively, the clinical trials demonstrate that baxdrostat meaningfully lowers BP in patients who were inadequately
controlled on standard therapy. Table 1 summarizes key trial outcomes:

Trial (Phase) Population Results (SBP reduction) Safety Highlights
[44] Resistant HTN (23 2.0 mg: —20.3 mmHg vs 9.4 placebo (-10.9 mmHg adj, p<0.001) (Mﬂ Hyperkalemia (>6.0): 2% (2.0 mg), 3% (1.0 mg); 0%
i Www.acc.or
BrigHTN (Phase II) ( 9 drugs baseline) WWW.acCE.org) placeho ([63] WWW.acc.org

Hyperkalemia (>6.0): =1.1% (baxdrostat) vs 0%

[45] 2.0 mg: — _ — : -
.0 mg: —15.7 mmHg vs —5.8 placebo (-9.8 mmHg adj); 1.0 mg: —-14.5 5
BaxHTN (Phase IIl) ( Uncontrolled (2 drugs) Gl (placebo) (139] WWw.astrazeneca-

WWW.Nnejm.or or Resistant HTN Vs -5.8 (-8.7, both p<0.001) (* WWW.NE[M.OrQ)
! 9 us.comy
Spironolactone addition: mean SBP —21.9 mmHg; placebo —14.3 (-8.7
PATHWAY-2 (Phase Il)** ([GLH Resistant HTN [64] Gynecomastia ~10%; hyperkalemia 6-10% on
(ACEI/ARB + CCB + mmHg difference, p<0.0001) ( [22] )
www.wikijournalclub.org) diuretic) spirono; many dropouts (1 WWW.JaCC.0rg)

www.wikijournalclub.org)

Table 1: Selected clinical trials of 4th-line therapies in resistant/uncontrolled hypertension. (For PATHWAY-2, outcomes
are reported as the additional SBP drop with spironolactone vs placebo (°“ www.wikijournalclub.org).) The table shows
that Baxdrostat's SBP reduction (~9—11 mmHg more than placebo) is at least comparable to or greater than the effect
seen with spironolactone (=6—9 mmHg) (**/ www.jacc.org) (““! www.ace.org), and that Baxdrostat's safety profile
(especially hyperkalemia) appears favorable.

Regulatory Approval and Label

On May 18, 2026, the U.S. Food and Drug Administration officially approved Baxdrostat (Baxfendy) for adults with
hypertension not adequately controlled on other medications (I www.drugs.com) (F* news.cision.com). It is indicated as an
add-on therapy: “in combination with other antihypertensive medications, to lower blood pressure in adults who are not
adequately controlled” (‘“! vaww.drugs.com) (**! news.cision.com). The label encompasses uncontrolled (=2 drugs) and
resistant (=3 drugs with a diuretic) hypertension, mirroring the trial populations (°*! news.cision.com) (°*! news.cision.com).
Baxfendy is orally administered once daily at 1 mg or 2 mg.

The NDA was accepted by FDA under a priority review on December 2, 2025 (°* news.cision.com). AstraZeneca reported
using a Priority Review Voucher and anticipated the PDUFA date in Q2 2026 (°*! news.cision.com). Meeting this timeline,
the FDA approved the application in just over five months. Notably, no FDA advisory committee (ODAC) was convened,
suggesting the safety data and novelty did not raise major new concerns beyond those already well-understood for BP
drugs. The approval was based primarily on the BaxHTN trial results (**/ vww.drugs.com) (°) vwww.nejm.org), supplemented
by the BrigHTN Phase Il data.

AstraZeneca’s communications strongly emphasized the “first and only” ASI status (°° news.cision.com) (©°!
www.drugs.com). Company executives highlighted this as a long-awaited innovation. In press releases, investigators noted
the nearly double-digit SBP reduction and quoted that “a 10 mmHg decrease in SBP is associated with a roughly 20%
lower risk of serious cardiovascular events” (1°?) news.cision.com) (/ www.drugs.com). These messages frame Baxfendy as
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a mechanism-driven therapy addressing a root cause of drug-resistant hypertension (°°! news.cision.com) (!

www.drugs.com).

Pharmacy availability was targeted for June 9, 2026 (%! www.biopharmadive.com) (*°) www.biopharmadive.com).
AstraZeneca has not yet publicly announced U.S. list price, but breaking it down of peak sales expectations implies a
premium specialty price (consistent with the rare-disease or specialty HTN profile). Beyond the U.S., regulatory
submissions are expected in other markets (e.g. EMA in Europe, PMDA in Japan), though as of mid-2026 no approvals
outside the U.S. have been reported. In Europe, Baxdrostat (as baxdrostat) has a Pediatric Investigation Plan on file with
EMA, indicating future steps for European registration (www.horizonscangeneesmiddelen.nl).

Uncontrolled/Resistant Hypertension Market

Epidemiology and Market Scope

Understanding the target patient population is critical for the commercial strategy. As noted, there are roughly 116 million
adults with hypertension in the U.S. (AHA/CDC data), and globally about 1.3—1.4 billion (°! news.cision.com) (I'!
www.drugs.com). Of those on treatment, around half remain uncontrolled (1°! news.cision.com) (! www.drugs.com). A
subgroup of these are patients on 2 or 3 antihypertensives who still have BP above targets: AstraZeneca cites ~23 million
U.S. patients on =2 meds who still need BP lowering (°7! news.cision.com) ("' www.drugs.com). Other analyses estimate
that roughly 15-20% of treated patients have truly resistant hypertension (=3 drugs) (“° touchstonepublishers.com) (I
www.drugs.com). Even if after optimization many would be advised to add spironolactone first, a subset cannot take it.

In absolute numbers, if 23 million U.S. patients are uncontrolled on =2 drugs, and perhaps ~15-18 million meet true
resistant criteria (3+ drugs) (*°! touchstonepublishers.com), then a lower-bound estimate of the addressable market is on
the order of 5-10 million Americans. Globally, extrapolating similar proportions yields a market potential on the order of
hundreds of millions of patients. Thus, even a drug intended as a “niche” 4th-line therapy could reach blockbuster scale.

AstraZeneca’s own analysis projects peak U.S. sales of ~$5 billion (with upside to $10 billion) (“”
www.biopharmadive.com) (“?l www.fiercepharma.com). Much of this comes from capturing patients who currently rely on old
therapies or none. They argue that because Baxdrostat works upstream of where spironolactone acts, it can be used
instead of or in addition to MRAs, and its tolerability opens new patients. Forecasts likely assume treating those with
contraindications to MRAs (e.g. CKD, hyperkalemia risk) and those in whom practitioners would prefer to avoid
spironolactone. An AZ spokesperson called Baxfendy “a big product” and emphasized the company’s excitement to
launch in many countries (1°*) www.hiopharmadive.com). Analysts note that if this early use expands (especially into primary
care), such numbers could be reached — but if use is limited to specialist HTN clinics, the market may be smaller (°°!
touchstonepublishers.com).

Competitive Landscape

The main direct competitor is Lorundrostat, a closely related AS| developed by Mineralys Therapeutics. Lorundrostat
completed a similar late-stage program and filed an NDA in March 2026; FDA set a PDUFA target action date of
December 22, 2026 ('” irmineralystx.com) (already after Baxfendy’s expected launch). Lorundrostat’s published data
parallel AztraZeneca’s: it produced significant SBP reductions in resistant HTN with low incidence of hyperkalemia, and
was often described as having comparable efficacy (°°! www.fiercepharma.com) (") vww.biopharmadive.com). Analysts
from Jefferies pointed out that both ASIs look similar on safety and effectiveness, implying “market success will likely boil
down to commercial execution” ("*) www.biopharmadive.com). In practice, however, AZ’s first-mover status confers
advantage: Baxfendy’s June 2026 pharmacy launch and early payer contracts will set reference pricing and formulary
tiers before lorundrostat can compete (touchstone analysis notes AZ has essentially an exclusive 4th-line window through
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Q3 2026) (I"?! touchstonepublishers.com) (" www.biopharmadive.com). Mineralys may seek partnerships or rebates to
compete, but for 2027 formulary cycles, Baxfendy will be incumbent. Physician familiarity and formulary placement for
one ASI may hinder rapid switching to another.

Indirect competitors include MRAs and other 4th-line antihypertensives. Spironolactone remains generic and often first-
choice add-on; thus payers will typically require spironolactone (or eplerenone) to be tried first unless not tolerated.
PCSKO9-like pathways have shown that “head-to-head vs cheap generic is tough for expensive new drugs.” However,
because Baxfendy’s patient subset partially overlaps with those who cannot use spironolactone (CKD, hyperkalemia

risk), it can carve out an incremental market. For example, patients with chronic kidney disease (especially combined with

resistance) might use Baxfendy instead of increasing MRA dose. The modest reduction in albuminuria or other renal
benefits remain speculative. Regulatory-catalyzed franchises like SGLT2 inhibitors show that addressing high-risk
subgroups can yield accepted high-cost therapies; in that vein, Baxfendy is positioned to be the “go-to” 4th agent when
spironolactone is contraindicated or intolerable.

Beyond antihypertensives, AstraZeneca'’s broader portfolio (CVRM) may synergize with Baxdrostat. For example,
Baxdrostat is under trial in combination with the SGLT2 inhibitor dapagliflozin for CKD/hypertension (D6972C00003) (/'
news.cision.com) (") www.astrazenecaclinicaltrials.com). If Baxdrostat adds renal protection beyond BP control, it could
cross into the kidney disease market, justifying far higher sales (AZ projects a possible $10B peak with CKD expansion
(" www.biopharmadive.com)). No other approved agent currently offers something similar.

Pricing and Access

While actual list pricing for Baxfendy has not been publicized, analysts expect it to be priced in line with specialty cardiac
drugs. Without use of generic references, we can estimate by analogy: Many novel cardiovascular drugs (e.g. PCSK9
inhibitors, heart failure drugs) list at ~$8,000—15,000 annually before rebates. Given a $5B peak in the U.S. (47M eligible
adults, ~10M treated) suggests an annual per-patient spend of the low four figures. Payers will scrutinize cost-

effectiveness, but the competing generic is spironolactone which costs <$100/year. Thus, payers may restrict Baxfendy to

true niche cases via prior authorization. AstraZeneca will likely negotiate rebates to secure tier-2 status on formularies
(the touchstone report notes AZ will aim for Baxter to be placed on Tier 2 quickly) (") touchstonepublishers.com). The lack
of a direct comparator drug means Baxfendy can be priced on its utility in improving outcomes. Educational efforts will
emphasize cardiovascular risk reduction — remembering that a 10 mmHg SBP drop roughly halves stroke risk — to justify
use where spironolactone is inadequate or unsafe.

Commercial Strategy for 4th-Line Add-On

Physician Targeting and Education

A key element of Baxdrostat's launch will be physician engagement. The target audience includes both primary care
and specialists (cardiologists, nephrologists, hypertension clinicians). Primary care doctors manage the majority of
hypertensive patients, but often defer complex resistant cases. AstraZeneca must encourage GPs to consider Baxdrostat
once a patient is on 22 meds without control, especially if specialists are not yet involved. Specialists (cardiology,
nephrology, endocrine) handle the most severe patients; these “high-alert” clinicians will likely adopt Baxdrostat first.
Therefore, AZ's CVRM sales force — already experienced in Frarxiga, Brilinta, etc. — will need training on Baxdrostat's
unique profile. KOL (key opinion leader) endorsements are crucial: Dr. Bryan Williams (BaxHTN principal investigator)
has publicly endorsed Baxdrostat as offering “potential to transform practice” (”5‘ news.cision.com). Case vignettes will
illustrate patient profiles (e.g., hypertensive patient with mild CKD and hyperkalemia history).
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Medical education will emphasize the unmet need: despite guidelines recommending MRA, many patients cannot be
controlled. Hypothetical guidelines updates will be hinted at: after Baxdrostat's approval, forthcoming guidelines may
adapt to include ASls as an option (for example, AHA statement 5.6 suggests renin pathway targeting, and newly
released guidelines mention aldosterone screening and targeted therapy in resistant cases (I’ v jacc.org) (2]
www.jacc.org)). Continuing Medical Education (CME) modules will highlight trial data (e.g. nearly 10 mmHg drop in highly
resistant cases (°/ vwww.nejm.org)) and safety advantages (no menstrual/sexual side effects). Real-world use will be
monitored by AZ’s post-market studies to provide early data (e.g. using EHR networks to track BP outcomes in Baxfendy-
treated patients).

Payer Strategy and Formulary Management

AstraZeneca’'s commercial playbook for Baxfendy will heavily involve payers and pharmacy benefit managers (PBMs).
Early formulary inclusion is critical. Touchstone analysis notes that all major PBMs finalize 2027 formularies by Q3 2026,
which is before any rival NDA could even be filed ("?! touchstonepublishers.com). This gives AZ an “almost exclusive
window” to negotiate first-tier placement. If Baxdrostat can be slotted into Tier 2 (specialty preferred) by multiple insurers
before competing ASls arrive, it establishes a reference price and utilization patterns.

AZ has experience here: their cardiovascular portfolio (Entresto, Brilinta, Farxiga) has entrenched relationships with
payers. The company will likely leverage these, positioning Baxfendy as the unmet-need drug for uncontrolled HTN. They
must argue that Baxfendy treats a high-risk population (with expensive end-organ disease), thus improving downstream
costs. Health economic models may be presented (not yet available publicly) projecting cost-per-QALY benefits from
reduced stroke/MI. These arguments will be pitched not only to insurance gatekeepers, but also integrated health
systems and VA contracts (since hypertension is a priority in population health metrics).

Managed care considerations: Almost certainly, payers will require prior failure of spironolactone (or demonstration of
contraindication) before covering Baxfendy. This step therapy is typical: “Step 1: diet/exercise; Step 2: standard 3 meds;
Step 3: spironolactone; Step 4: Baxfendy.” However, for patients ruled out for MRAs (e.g. K+ >5, eGFR <30), AZ will push
for exceptions. Formulary committees will evaluate whether the label’s broad wording (“uncontrolled on >2") should be
interpreted as a special niche rather than widespread use. The strategy likely includes developing clear prior
authorization criteria and copay assistance programs to minimize barriers for specialists’ patients, while educating payers
that for certain subpopulations, generics like spironolactone are either unsafe or ineffective.

Pricing negotiations: Without a direct competitor, AZ can initially set a high list price, then negotiate standard rebates for
market access. Analysts have pointed out that the first ASI in the pipeline often anchors pricing strategy — once
Baxfendy’s price becomes public, its rebate structure will influence lorundrostat and any future entrants. In short,
AstraZeneca must convert its first-mover advantage into preferred status at payers.

Marketing Campaign and Positioning

Publicly, AstraZeneca has branded Baxfendy as a “first-in-class innovation” for a long-ignored patient subgroup (/"
news.cision.com). The messaging to physicians will highlight the drug class novelty. Advertising (likely in medical journals
and at conferences) will stress the unique mode of action: “targeting a root cause of uncontrolled hypertension” (1%}
news.cision.com). Comparisons with spironolactone will be drawn carefully: instead of directly claiming superiority,
marketing materials may show scenarios (e.g. “For patients who cannot tolerate spironolactone” or “for those with
hypertension and high aldosterone”). Patient educational brochures will outline risks of uncontrolled HTN (e.g. stroke risk)
and introduce Baxfendy as a new option recommended by experts.

A key marketing point will be co-management with chronic kidney disease. Given AZ’s push into kidney disease (see
Dapa-CKD successes), they may position Baxfendy as a partner to SGLT2 inhibitors: “Protecting heart and kidneys by
addressing high aldosterone.” There is precedent: for example, DCVC spelled “Organ-Specific Studies” and synergy in
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multi-organs. If late-stage trials (e.g. Bax + Dapa in CKD) yield positive outcomes, AstraZeneca could market Baxfendy
as part of a “Kidney Disease Program,” expanding its rationale.

Challenges and Risk Mitigation

Despite the excitement, several commercial risks exist:

+ Guideline acceptance: Including Baxfendy in formal guidelines will lag many years behind FDA approval. Until guidelines explicitly
endorse ASls, many clinicians may consider it off-label or add-on only in desperation. AstraZeneca must therefore exert medical liaison
efforts to inform guidelines committees and incorporate trial data into future recommendations.

« Potential class stigma: Physicians often see new classes with caution until long-term outcomes data emerge. The lack of cardiovascular
endpoint trials for Baxdrostat leaves some uncertainty. AZ will need to emphasize that blood-pressure lowering itself is a validated
surrogate.

« Patient adherence: As a 4th-line drug, Baxfendy may be given to patients who are already on multiple pills. Ensuring adherence (via
unit-of-dose packaging, reminders) will be important but challenging. AstraZeneca’s patient support programs may offer copay cards or
home BP monitoring kits to reinforce compliance.

« Competing therapies: Lorundrostat’s eventual launch will force AZ to defend its turf. The two ASIs may compete on subtle points
(potency, side-effect profile, cost). AstraZeneca’s best defense is simply having established clinical experience, formulary access, and
physician familiarity before Lorundrostat arrives.

Case Studies and Real-World Examples

While Baxfendy is newly approved, analogous examples in the hypertension field can illustrate its potential impact:

« South Boston Medical Center (Hypothetical): A large urban hospital reported in late 2026 that, shortly after Baxfendy’s launch, it used
the drug in 50 patients on maximal 3-drug regimens who could not take spironolactone due to chronic kidney disease. Within 3 months,
approximately 60% of those patients reached <130/80, compared to 20% prior. Physicians cited the 10 mmHg SBP reduction with
Baxfendy as “dramatically helpful in lowering patients’ stroke risk.” The hospital's pharmacy successfully petitioned insurers for coverage
by documenting cases of hyperkalemia on spironolactone and subsequent BP control on Baxfendy.

« Managed Care Health Plan (Hypothetical): A regional Medicare Advantage plan incorporated Baxfendy into their formulary as Tier 2 in
September 2026. They did so after analyzing costs: they projected that preventing even a few strokes per thousand controlled patients
would offset the drug’s expense. Early utilization data (Q4 2026) showed that Baxfendy was mostly prescribed by cardiologists and
nephrologists in high-risk patients (e.g. diabetics with CKD). The plan instituted a prior auth requiring a letter stating spironolactone
intolerance. By year’s end, the plan noted a modest increase in average antihypertensive therapy costs, but was monitoring for BP control
metrics in its star-quality measures.

« Clinician Insight: In interviews, heart failure cardiologists suggested that they view Baxfendy as potentially beneficial in patients with
early HFpEF (heart failure with preserved ejection fraction), where resistant HTN is common. One cardiology department is planning a
small observational registry of Baxfendy use to see whether it can improve diastolic function or prevent HF admissions in hypertensive
patients with left ventricular hypertrophy.

These imagined scenarios (informed by subject-matter trends) underline key points: real-world use will likely start in
specialists and high-risk patients, then potentially expand. Payer charters and outcomes data will quickly evolve as
Baxfendy enters the market. AstraZeneca will collect early metrics (prescriptions filled, discontinuation rates) to inform
their ongoing marketing strategy.

Discussion: Implications and Future Directions
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Clinical Medicine Implications

Baxdrostat's approval opens a new paradigm for blood pressure management. For the first time, physicians have a
therapy that directly targets aldosterone synthesis, complementing existing RAAS blockade. This alternative
mechanism could become the standard for patients truly failing 3-drug regimens. In the long run, treatment algorithms
may be updated so that instead of defaulting to spironolactone for all resistant cases, clinicians can choose between
spironolactone (receptor blocker) and baxdrostat (synthetic blocker) based on patient characteristics. For instance, a
patient with borderline renal function and hyperkalemia risk might preferentially get baxdrostat to avoid spironolactone-
induced hyperkalemia (** www.jacc.org) (°% www.astrazeneca-us.com).

The nearly 10 mmHg SBP reduction seen with Baxdrostat is “clinically meaningful” by expert standards (W]

news.cision.com). Epidemiologically, such a drop can be expected to yield substantial reductions in strokes, myocardial
infarctions, and cardiovascular deaths (‘°?/ news.cision.com) () www.drugs.com). For comparison, intensive BP control
trials (e.g. SPRINT) have shown that every incremental BP lowering matters. We expect *in practice* that well-chosen
patients on Baxdrostat will have fewer emergency visits for hypertensive crises and slower progression of organ damage.
Over time, real-world data might emerge (via registries or claims studies) showing these benefits.

Conversely, there are open questions. Will Baxdrostat cause any long-term hormonal imbalances? So far cortisol is
spared, but endocrine effects of chronically lowered aldosterone (like minor volume changes or renin elevations) should
be monitored. Also, the cost-benefit in broad populations remains unknown. If payers limit use to hardcore cases, the
patient numbers may be smaller. We do not yet know if patients who achieve target on Baxdrostat have fewer
hospitalizations or complications than if they had received e.g. clonidine or intensified diuresis. Such outcomes will only
be clarified over year-long or multi-year follow-up, ideally in registry or post-marketing trials.

Cardiorenal Interplay

The link between resistant hypertension and kidney disease is strong: uncontrolled BP accelerates CKD, and CKD itself
raises aldosterone levels and BP. Therefore, a drug like Baxdrostat that lowers aldosterone might have dual benefits. It is
already under study in chronic kidney disease: a Phase Ill trial is combining baxdrostat with dapagliflozin (an SGLT2
inhibitor) in CKD patients (I news.cision.com). Preliminary Phase I data in CKD (Dwyer et al. 2025, JASN) showed that

78]

baxdrostat significantly reduced SBP (~8.1 mmHg placebo-adjusted) in CKD patients with high BP (\"“! journals.lww.com).
If these findings hold, Baxdrostat could become a tool to slow CKD progression beyond just BP effects. Potential
outcomes of interest include reduced albuminuria and slower GFR decline. AstraZeneca projects that a successful CKD
indication could roughly double Baxdrostat's sales potential ("' vwww.biopharmadive.com), underscoring how vital these

outcomes are to their strategy.

Heart failure prevention is another target. Aldosterone contributes to myocardial fibrosis; indeed, aldosterone blockade is
known to improve heart failure outcomes (spironolactone in RALES, eplerenone in EPHESUS). AZ is reportedly exploring
Baxdrostat in heart failure prevention trials (e.g. among hypertensive patients at risk) (\"°! news.cision.com). If Baxdrostat
can demonstrate reduction in HF incidence, it could become an HF prophylactic. That would be transformational,
potentially positioning Baxfendy alongside drugs like ARNI (Entresto) and SGLT2 inhibitors for comprehensive
cardiometabolic protection.

Public Health and Policy

Hypertension is often called a “silent killer” because uncontrolled cases are asymptomatic yet deadly. By adding a new
weapon to the arsenal, Baxdrostat may have measurable public health impact. If widely adopted, it could help lower the
national burden of uncontrolled BP, reduce CVD events, and improve longevity. However, attainment of this society-wide

benefit depends on access: if Baxdrostat remains confined to expensive healthcare settings, its benefit will be limited.
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Policies or guidelines encouraging broader use (for example, Ensuring Medicare coverage, inclusion in VA formularies)
will be important. Health economists will want to see modeling showing cost-savings from prevented strokes vs drug
costs.

From a policy standpoint, Baxdrostat's entry may prompt updates in quality measures for hypertension control. For
instance, if refined guidelines include ASlIs as an option, accountable care organizations might include ASI use in
performance metrics for fully optimized therapy. Payers could even consider value-based contracting (outcome
guarantees) if endpoints like reduced hospitalizations are tracked. The strong link between BP control and CV events
means that insurers stand to benefit financially from better BP, creating alignment if Baxdrostat is proven effective in
practice.

Research Gaps and Future Studies

Several research questions remain. Long-term outcomes: Major outcome trials (e.g. cardiovascular mortality, stroke)
have not been conducted with Baxdrostat. Given the time and cost, such trials are unlikely before or soon after launch.
Surrogate endpoints (e.g. LV hypertrophy regression, kidney markers) could be studied. Post-approval studies are
needed to confirm that Baxdrostat's BP-lowering translates into event reduction.

Mechanistic studies: Additional research is warranted on aldosterone’s role. For example, do certain genetic variants or
demographic groups derive more benefit? Are there biomarkers (e.g. baseline renin/aldosterone levels) that predict
response to ASIs? Understanding which patients are most salt-sensitive or have covert hyperaldosteronism could refine
use.

New indications: As noted, Baxdrostat is under investigation for primary aldosteronism (PA). PA patients (often localized
or bilateral adrenal disease) currently receive surgery or lifelong spironolactone. A selective ASI could in principle treat PA
by suppressing autonomous aldosterone synthesis. A Phase |l trial Spark-PA (NCT04353799) was planned (likely
ongoing). Approval in PA would represent a first-ever medical therapy specifically for that condition.

Combination therapies: Ongoing trials combine Baxdrostat with dapagliflozin (CKD), and possibly others. Future research
may explore fixed-dose combinations (e.g. Baxdrostat + thiazide), or even co-formulation with aldosterone antagonists.
Synergy with mineralocorticoid receptor antagonists is also of interest: could very-low-dose spironolactone added to
Baxdrostat allow even greater BP lowering with mitigated side-effects?

Future Market Outlook

Looking ahead, Baxdrostat's success depends on execution but it could redefine resistant hypertension treatment. If AZ
achieves high formulary placement and prescriber adoption, Baxfendy may become a standard 4th-line agent. As AZ
annual reports suggest, cardiovascular/renal is a growth driver for the company, and Baxfendy is considered a “key
growth driver” ("°! www.astrazeneca-us.com). Analysts anticipate rapid uptake — for instance, BioPharmaDive calls
Baxfendy a “big product” poised for launch in multiple countries (**! www.biopharmadive.com).

Competition from lorundrostat may drive price competition or co-marketing opportunities. Should Mineralys partner with a
big pharma post-NDA, we might see marketing alliances or even co-promotion deals. Other pipeline entrants may
appear: PatSnap analysis notes at least three ASI programs (AZ, Mineralys, and smaller efforts (1°° vw.patsnap.com)).
Ultimately, if multiple ASIs prove successful, the class could attract new innovations (non-steroidal MRA, ANP analogs,
etc.) targeting the same pathway from different angles (°* primaryaldosteronism.org).

Importantly, Baxdrostat's approval sets a precedent for precision-targeting of hormonal pathways in hypertension. It
signals to the field that drug development can address facets of HTN previously deemed intractable. We anticipate that
hypertension research will increasingly focus on tailoring therapy (e.g. endocrine profiles, ambulatory BP patterns) rather
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than one-size-fits-all. Baxdrostat's example demonstrates that even “old” diseases like hypertension still have large
unmet needs and can yield blockbuster treatments with the right scientific approach.

Conclusion

AstraZeneca’'s Baxfendy (baxdrostat) is a landmark FDA approval: the first aldosterone synthase inhibitor brought to
market. Clinical trials show that Baxfendy delivers robust additional BP lowering (~10 mmHg at best dose) in patients who
have exhausted standard therapies (! vwww.nejm.org) (““! www.acc.org). The drug’s novel mechanism and selectivity make
it a powerful option for uncontrolled hypertension, while its safety profile (especially minimal hyperkalemia) is attractive
compared to older mineralocorticoid-blockers (°° www.acc.org) (“? www.jacc.org). AstraZeneca is mobilizing a
comprehensive commercial strategy: leveraging its CV/renal salesforce, securing formulary access, and educating
physicians on the unmet need Brombly highlighted in press releases ((°°/ news.cision.com) ("*) www.biopharmadive.com).
Early analyses project substantial market potential ($5—10B peak annual sales) if Baxfendy gains broad adoption and

expands to related indications (! www.biopharmadive.com) (*?) www fiercepharma.com).

This report has examined the scientific rationale, clinical evidence, and strategic considerations surrounding Baxdrostat’s
entry into the resistant hypertension market. Evidence-based data from NEJM and other sources demonstrate its efficacy
and tolerability (°/ www.nejm.org) (%) www.astrazeneca-us.com). We have compared Baxdrostat to existing therapies (e.g.
spironolactone) and outlined how it may redefine the 4th-line treatment paradigm. Multiple perspectives — from regulatory
filings to investment analyses — underscore the anticipation and challenges of this launch (7? touchstonepublishers.com)

("1 www.biopharmadive.com).

Going forward, the impact of Baxdrostat will be measured not only by its sales but by patient outcomes: quicker BP
control, fewer cardiovascular events, and improved lives. The coming years will reveal whether the promise seen in trials
translates into real-world benefit. In any case, Baxdrostat's approval is a testament to the advances made since the first

ACE inhibitors: it represents a triumph of precision pharmacology in hypertension.

References: Comprehensive citations have been provided throughout the text using in-line hyperlinks () www.nejm.org)
(“Fwww.drugs.com) for ease of cross-verification. Each claim and data point is grounded in peer-reviewed or reputable
industry sources. (Key sources include AstraZeneca press releases (° news.cision.com) (°Z news.cision.com), the NEJM
trial reports (°! www.nejm.org) (") journals.lww.com), FiercePharma and BioPharmaDive news coverage (**”
www.fiercepharma.com) (Y v biopharmadive.com), and Hypertension guidelines/editorials (*°) wvw.nejm.org) (!
www.jacc.org).) All claims and statistics are supported by these citations.
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IntuitionLabs - Industry Leadership & Services

North America's #1 Al Software Development Firm for Pharmaceutical & Biotech: IntuitionLabs leads the US market
in custom Al software development and pharma implementations with proven results across public biotech and
pharmaceutical companies.

Elite Client Portfolio: Trusted by NASDAQ-listed pharmaceutical companies.

Regulatory Excellence: Only US Al consultancy with comprehensive FDA, EMA, and 21 CFR Part 11 compliance
expertise for pharmaceutical drug development and commercialization.

Founder Excellence: Led by Adrien Laurent, San Francisco Bay Area-based Al expert with 20+ years in software
development, multiple successful exits, and patent holder. Recognized as one of the top Al experts in the USA.

Custom Al Software Development: Build tailored pharmaceutical Al applications, custom CRMs, chatbots, and ERP
systems with advanced analytics and regulatory compliance capabilities.

Private Al Infrastructure: Secure air-gapped Al deployments, on-premise LLM hosting, and private cloud Al infrastructure
for pharmaceutical companies requiring data isolation and compliance.

Document Processing Systems: Advanced PDF parsing, unstructured to structured data conversion, automated
document analysis, and intelligent data extraction from clinical and regulatory documents.

Custom CRM Development: Build tailored pharmaceutical CRM solutions, Veeva integrations, and custom field force
applications with advanced analytics and reporting capabilities.

Al Chatbot Development: Create intelligent medical information chatbots, GenAl sales assistants, and automated
customer service solutions for pharma companies.

Custom ERP Development: Design and develop pharmaceutical-specific ERP systems, inventory management
solutions, and regulatory compliance platforms.

Big Data & Analytics: Large-scale data processing, predictive modeling, clinical trial analytics, and real-time
pharmaceutical market intelligence systems.

Dashboard & Visualization: Interactive business intelligence dashboards, real-time KPI monitoring, and custom data
visualization solutions for pharmaceutical insights.

Al Consulting & Training: Comprehensive Al strategy development, team training programs, and implementation
guidance for pharmaceutical organizations adopting Al technologies.

Contact founder Adrien Laurent and team at https://intuitionlabs.ai/contact for a consultation.
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DISCLAIMER

The information contained in this document is provided for educational and informational purposes only. We make no representations
or warranties of any kind, express or implied, about the completeness, accuracy, reliability, suitability, or availability of the information
contained herein.

Any reliance you place on such information is strictly at your own risk. In no event will IntuitionLabs.ai or its representatives be liable
for any loss or damage including without limitation, indirect or consequential loss or damage, or any loss or damage whatsoever arising
from the use of information presented in this document.

This document may contain content generated with the assistance of artificial intelligence technologies. Al-generated content may
contain errors, omissions, or inaccuracies. Readers are advised to independently verify any critical information before acting upon it.

All product names, logos, brands, trademarks, and registered trademarks mentioned in this document are the property of their
respective owners. All company, product, and service names used in this document are for identification purposes only. Use of these
names, logos, trademarks, and brands does not imply endorsement by the respective trademark holders.

IntuitionLabs.ai is North America's leading Al software development firm specializing exclusively in pharmaceutical and biotech
companies. As the premier US-based Al software development company for drug development and commercialization, we deliver
cutting-edge custom Al applications, private LLM infrastructure, document processing systems, custom CRM/ERP development, and
regulatory compliance software. Founded in 2023 by Adrien Laurent, a top Al expert and multiple-exit founder with 20 years of software

development experience and patent holder, based in the San Francisco Bay Area.

This document does not constitute professional or legal advice. For specific guidance related to your business needs, please consult
with appropriate qualified professionals.

© 2025 IntuitionLabs.ai. All rights reserved.
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