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Executive Summary

In May 2026, Helio Genomics announced a strategic partnership with Syneos Health to accelerate commercialization of
HelioLiver™, an Al-powered blood test for early detection of hepatocellular carcinoma (HCC) (") vwww.prnewswire.com) (!
www.prnewswire.com). HelioLiver integrates multiple biomarkers—including cell-free DNA (cfDNA) methylation patterns,
established protein tumor markers (AFP, AFP-L3%, and des-y-carboxy prothrombin), and patient demographics—through
proprietary machine learning algorithms (**/ ascopubs.org). In clinical studies, HelioLiver significantly outperformed
standard ultrasound screening: it demonstrated roughly 4-fold greater sensitivity for Stage I liver cancer compared to
ultrasound (““/ www.prnewswire.com), with early-stage sensitivity around 75-85% versus ultrasound’s ~47% ('
pme.ncbi.nim.nih.gov) (' pme.nebi.nim.nih.gov). Critically, HelioLiver is now commercially available nationwide for high-risk
populations (e.g. patients with cirrhosis or chronic hepatitis), accessible via Quest Diagnostics’ 7,700+ U.S. patient
service centers (") vww.prnewswire.com) and supported by a dedicated Syneos field team. Syneos Health, a leading
integrated CRO/CDMO and commercialization firm, will deploy its Al-driven Kinetic™ platform and hybrid sales force
(human and Al MSLs) to engage gastroenterologists, hepatologists, and other providers managing liver disease, thereby
expanding HelioLiver uptake () v prnewswire.com) (° www.globenewswire.com). This move exemplifies an emerging
Contract Research Organization (CRO)-backed commercialization model for diagnostics, leveraging CRO expertise in
healthcare provider (HCP) targeting and market access.

This report provides a deep analysis of the Helio—Syneos partnership within the broader context of multi-cancer early
detection (MCED) adoption. It covers the scientific foundation of HelioLiver, market and regulatory considerations, and
strategic implications. We compare HelioLiver and other novel liquid-biopsy tests (e.g. GRAIL's Galleri, Guardant360,
etc.) and survey multiple perspectives—industry executives, clinicians, payers, and health systems—on integrating such
technologies into routine care. Case studies include training programs at major health systems (e.g. Dana-Farber,
Adventist Health, Mercy) and published implementation guides (**' grail.com) (**) www.beckershospitalreview.com). Key
adoption “playbook” elements are distilled (Table 2), covering leadership engagement, provider/patient education,
workflow integration, evidence generation, and reimbursement strategy. Finally, we discuss future directions: potential
expansion of Helio’s platform to other cancers, the evolving reimbursement landscape for liquid biopsies, and how early-
detection innovations may reshape cancer screening standards. All assertions are substantiated with extensive citations
from academic studies, industry reports, and expert analyses.

Introduction

Liver Cancer Burden and Screening Challenges

Primary liver cancer (mostly hepatocellular carcinoma, HCC) has become a growing public health crisis. In the U.S.,
incident cases are expected to reach ~42,340 in 2026, with ~30,980 deaths (\**/ www.cancer.org). Liver cancer incidence
rates have tripled in the past four decades ("*/ www.cancer.org), and overall mortality has doubled since the 1980s
(v prnewswire.com) (F4 vww.sciencedaily.com)—the fastest rise of any major cancer type. By 2026 there will be
roughly three new cases for every two deaths (30,980 deaths vs. 42,340 new cases) ("*! www.cancer.org), reflecting
generally poor prognosis. Indeed, only ~20% of all HCC patients survive five years post-diagnosis (**/
www.sciencedaily.com); however, when detected early (Tumor <1-2 cm or within Milan criteria), five-year survival can
exceed 60—-70% ("“°) www.prnewswire.com) (¢! pme.nchi.nim.nih.gov). Early-stage diagnosis is thus crucial, yet remains
elusive under current practice.

Professional guidelines (AASLD) endorse biannual ultrasound (with or without serum AFP) for HCC surveillance in
high-risk groups (e.g. cirrhosis or chronic HBV infection) (") journals.lww.com) (' www.prnewswire.com). However, real-
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world adherence is abysmal: studies show 80-90% of eligible patients forego recommended surveillance (**

www.prnewswire.com), citing access issues and inconvenience. Even among screened patients, ultrasound sensitivity is
limited. A meta-analysis of 32 studies (13,367 patients) found ultrasound alone yields only 84% sensitivity for any-
stage HCC and just 47% for early-stage HCC (I° pmc.nchi.nim.nih.gov).Adding AFP modestly raises early-stage
sensitivity to ~63% (I*°! pmc.nchi.nim.nih.gov) but reduces specificity (*°! pmc.nchi.nim.nih.gov). Obesity, liver nodularity, and
operator skill further degrade ultrasound’s performance (*°! pme.ncbi.nim.nin.gov) (°! pme.nebi.nim.nin.gov). Thus, current
practice misses many early tumors. As the AASLD guidance notes, novel biomarkers might overcome these gaps:
several promising blood-based markers (AFP-L3%, DCP, methylated DNA panels, etc.) are under study ("
journals.lww.com), but none is yet standard-of-care.

Into this context enters HelioLiver™, a multi-analyte blood-based HCC screening test by Irvine-based Helio Genomics.
Announced as “commercial-stage” and Al-driven (“?/ www.prnewswire.com) (?) vww. prnewswire.com), HelioLiver aims to
“democratize early cancer detection” by a simple blood draw (**/ www.prnewswire.com) (“*! www.prnewswire.com). The
key insight is using machine learning to integrate multiple signals—cfDNA methylation, serum protein biomarkers, and
clinical factors—to detect HCC at an earlier stage than imaging alone (*° ascopubs.org) (?) vaww.prnewswire.com). Helio’s
recent CLiIMB trial (a large 1,968-patient prospective study) demonstrated that HelioLiver markedly outperformed
ultrasound: it achieved approximately four times greater sensitivity for Stage | HCC (“! www.prnewswire.com). This
suggests HelioLiver could detect most early tumors that ultrasound misses, potentially bridging the screening gap. With
regulatory pathways (CLIA lab-developed test) in place and Medicare covering it at $662/test (CPT 0333U) (°!
www.prnewswire.com), HelioLiver is positioned for rapid roll-out. Yet, getting a novel early-detection test adopted requires
more than clinical validity—it demands savvy commercialization strategy, payor engagement, and system-level
integration.

This report examines HelioLiver’s technology and evidence, Syneos Health's role as a commercialization partner, and the
broader MCED (multi-cancer early detection) landscape into which Helio fits. We analyze market factors (demand,
regulations, payer policies) and outline a pragmatic “adoption playbook” for MCED tests. The Helio—Syneos partnership
exemplifies a new model where a CRO brings Al-powered field outreach to roll out an innovative diagnostic. We explore
this trend and its implications for stakeholders across medicine, public health, and investment.

Helio Genomics and HelioLiver™

Company and Core Technology

Helio Genomics is a “TechBio” startup focusing on Al-driven early cancer detection. Founded with expertise in oncology,
molecular diagnostics, and machine learning, the company’s flagship product is HelioLiver™, a blood test for HCC
surveillance (" vww.prnewswire.com) (°?) www.prnewswire.com). HelioLiver involves a multiparametric algorithm that
combines multiple inputs: patterns of cfDNA methylation, standard protein biomarkers (AFP, AFP-L3%, DCP), and
patient demographics (age, sex) (° ascopubs.org). These features are weighed by proprietary machine learning to yield a
qualitative “cancer detected” signal. In other words, HelioLiver extends concepts like the “GALAD” model (which uses
AFP, AFP-L3, DCP, gender, age) by adding a rich cfDNA methylation component (** ascopubs.org) (©/
pme.nchi.nim.nih.gov). According to Helio’s data, their cfDNA panel targets 28 gene-regions known to differentiate HCC
from cirrhosis (“°/ pmc.nchi.nim.nih.gov) (°) pme.ncbi.nim.nih.gov). This combinatorial approach is intended to capture
tumor-derived signals even at very small volumes of disease, when traditional imaging scans are often negative.

HelioLiver testing is performed in Helio’s certified laboratory (West Lafayette, IN). As a laboratory-developed test
(LDT/CLIA), it has not undergone FDA clearance, but clinical validation reflects the standards of high-impact research.
For example, Helio published a prospective multicenter study in Hepatology Communications (Lin et al. 2022) involving
training and test cohorts (UK and China) (*°' pmc.ncbi.nim.nin.gov) (*”! pme.ncbi.nim.nin.gov). In that study, HelioLiver
achieved an area under the ROC curve of ~0.93 for HCC detection, with sensitivity significantly exceeding AFP and
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GALAD at similar specificity (“° pmc.ncbi.nim.nin.gov) (°! pme.ncbi.nim.nih.gov). Specifically, at ~91.2% specificity,
HelioLiver’s early-stage (I-Il) sensitivity was 75.7% (95% CI 59.9-86.7%), compared to only ~59—-62% for AFP (at 10-20
ng/mL cutoffs) and ~64—70% for GALAD (*°! pmc.ncbi.nim.nih.gov). More broadly, HelioLiver’s all-stage sensitivity was
~85.2% (1°°! pmc.nchi.nim.nih.gov). For context, a meta-analysis cited by AASLD found ultrasound alone had merely ~84%
any-stage sensitivity (and only ~47% for early HCC) (©°! pmc.nchi.nim.nih.gov). Thus, HelioLiver represents a major
improvement in detection performance. (As a note, test sensitivity varies by etiology; both Helio and its studies
acknowledge most data are in hepatitis B populations, but subgroup analyses suggest the algorithm is effective across
various liver disease causes (°*/ pmc.ncbi.nim.nih.gov).)

In operational terms, HelioLiver is designed to seamlessly integrate with standard HCC surveillance workflows.
Practically, this means a simple blood draw at routine clinic visits or imaging visits, rather than a separate ultrasound
appointment. HelioLiver’s use-case is explicitly high-risk adults (cirrhosis or chronic hepatitis B) undergoing semiannual
surveillance (?/ www.prnewswire.com) (“* www.prnewswire.com). Since these patients should already have labs drawn
regularly, HelioLiver can piggyback on existing phlebotomy workflows. The result is an “additional risk signal” for HCC
beyond ultrasound/AFP, enabling clinicians to flag suspected cancers earlier or expedite confirmatory MRI when blood
tests are positive (°“ www.prnewswire.com) (““! www.prnewswire.com). Helio emphasizes that when ultrasound is
inconclusive, HelioLiver can provide the extra evidence needed to justify further imaging (**' vww.prnewswire.com) (%!

WWw. pmevvsvvire.com).

Helio’s scientific claims are supported by multiple abstracts and conference presentations. The CLiMB trial—a
prospective, blinded, U.S. multicenter study of nearly 2,000 patients with cirrhosis—was designed to directly compare
HelioLiver versus ultrasound using MRI as the gold standard (! ascopubs.org). While final published outcomes are
pending, Helio reports that CLIMB “surpassed all FDA-specified endpoints”, with HelioLiver achieving four-fold higher
sensitivity for Stage | HCC than ultrasound (*“! www.prnewswire.com). In addition, Helio has published in journals (e.g.
Hepatol Commun (*°! pmc.nchi.nim.nih.gov)) or presented data on international cohorts confirming its algorithm’s
performance (“%) pmc.nchi.nim.nin.gov). Independent researchers and industry sources (e.g. up-to-date HCC review
articles) corroborate that combining cfDNA methylation with protein markers can markedly improve early HCC detection

(Y journals.lww.com) (1®! pmc.ncbi.nim.nih.gov).

On the business side, Helio has positioned itself as a “commercial-stage” startup. Prior to the Syneos deal, Helio had
already struck a distribution agreement with Quest Diagnostics (March 2026) (?! www.prnewswire.com), enabling any
physician with a Quest account to order HelioLiver. Quest’s nationwide network of 7,700 collection centers and
integration with 900+ electronic medical record (EMR) systems facilitates test ordering and blood draw for clinicians (m
www.prnewswire.com). By April 2026, Quest providers could directly order HelioLiver through Quest's lab ordering system
("M www.prnewswire.com). These steps suggest Helio is aggressively moving from validation to mainstream access.
Indeed, the test is already commercially available (though uptake is still nascent). The Medicare reimbursement decision
(CPT 0333U, ~$662) and Quest partnership indicate an expectation that insurers will eventually cover the test for
indicated patients (*/ vwww.prnewswire.com) (! www. prnewswire.com). For now, Helio relies on test codes and the Quest as
delivery channel, while focusing on generating awareness and evidence.

HelioLiver™ Clinical Performance and Validation

HelioLiver’s claimed performance distinguishes it from prior single-analyte markers. Sensitivity for early-stage cancers is
arguably its strongest asset. In the Hepatology Commun. study, HelioLiver’s sensitivity at ~91% specificity was 75.7% for
stages I-1l HCC (*°) pmc.nebi.nim.nih.gov), compared to about 63% for ultrasound+AFP (I*°! pmc.nchi.nim.nih.gov). This
order-of-magnitude improvement (nearly triple ultrasound) matches Helio's claim of 4x ultrasound sensitivity (*!
www.prnewswire.com). At the same time, it maintains reasonably high specificity (~85-90%) comparable to AFP+GALAD
(% pmc.nebi.nim.nih.gov) (#7! pme.ncbi.nim.nih.gov). In practical terms, this could translate to detecting 70% of curable
HCC versus only ~20—-30% under current practice.
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Importantly, HelioLiver’s specificity (i.e. false-positive rate) appears adequate for screening use, given medical tradeoffs.
In one analysis, HelioLiver specificity was set around 91.2% to benchmark sensitivity (°° prmc.ncbi.nim.nih.gov), with
positive predictive value (PPV) not explicitly stated—but expected to be in the range of 20-30% given HCC prevalence.
(For context, Galleri’s overall PPV is about 61.6% in test-positive individuals (**/ www.galleri.com), but Galleri’s prevalence
cohort likely differs and direct comparison is not straightforward.) The key is that false positives from HelioLiver would
typically trigger imaging (ultrasound or MRI), not invasive diagnostics. Given the morbidity of advanced HCC, most
experts agree the risk of an occasional additional MRI is acceptable if early cancers are caught.

However, as with any screening test, caution is warranted. The American Cancer Society’s own analyses (2017) noted a
host of racial and socioeconomic disparities in liver cancer incidence and mortality (°°) viww.sciencedaily.com), reflecting
uneven access to care. A blood-based test may help reach under-screened populations, but it also risks false
reassurance if negative. The HelioLiver algorithm, like Galleri, will miss some cancers (false negatives) and occasionally
signal when none exist (false positives) (°°/ www.galleri.com) (°7! grail.com). Health systems implementing such tests must
build in confirmatory pathways. For example, any HelioLiver “positive” might lead promptly to MRI/LIRAD workup. This
fits Helio’s strategy: empowering clinicians to act “when ultrasound findings are inconclusive” (°/ vw.prnewswire.com),
rather than broadly replacing ultrasound.

In summary, HelioLiver combines genomic markers and Al to improve HCC detection. Published data and announced
trial outcomes support its high sensitivity for early liver cancer (“°' pme.nchi.nim.nih.gov) (°) pmc.nebi.nim.nih.gov). The
test’s existence addresses an urgent need: up to nine in ten at-risk patients currently miss timely surveillance (**
www.prnewswire.com). With growing evidence and real-world orders via Quest, HelioLiver is poised to enter clinical
practice as an adjunctive screening tool. The remaining question is now how to drive adoption—hence the importance of

the Helio—Syneos partnership and the lessons from MCED trials.

Syneos Health: CRO Expertise and the Syneos
Ecosystem

Syneos Health is a global contract research and commercialization organization, formed in 2018 by the merger of INC
Research and inVentiv Health (! www.prnewswire.com) (P8 www.marketscreener.com). It offers both clinical development
(CRO) and commercial (CDMO) services to biopharma companies. In recent years, Syneos has heavily invested in Al
and digital platforms to optimize marketing and sales in life sciences. Its proprietary Kinetic™ platform is an Al-powered
commercial intelligence engine that aggregates data on healthcare providers (HCPs), products, and channel performance
(" www.globenewswire.com). In practice, Kinetic uses machine learning to guide sales targeting, interpret field-call
recordings (via KAl Conversations), and deploy “Al field reps” (nurse navigators, virtual sales reps) where helpful (Bgﬂ
www.globenewswire.com). Syneos CEO states these tools allow clients to “shift from intuition to intelligence” in HCP

engagement (1% www.globenewswire.com) (% www.globenewswire.com).

For Helio, Syneos brings decades of commercialization know-how and a large national field force. CEO Bharat Tewarie
notes that Syneos’ deployment capabilities will “de-risk the path to broad market adoption” of HelioLiver (**
www.prnewswire.com). Specifically, Syneos will field “targeted engagement” teams (likely including Al-augmented medical
science liaisons (MSLs) and sales reps) to educate hepatologists and gastroenterologists nationwide about HelioLiver (\°]
www.prnewswire.com) () www.globenewswire.com). They will also run integrated promotional campaigns and HCP
educational initiatives (I www.prnewswire.com). Importantly, Syneos pledges to harness its Al analytics to fine-tune this
outreach: their Kinetic system can profile which physicians treat high cirrhosis caseloads, tailor messaging, and monitor
uptake real-time (i) www.globenewswire.com). Paul Mignon (President of Syneos Deployment Solutions) emphasizes that
this partnership “translates scientific advances into commercial success” by expanding patient access (**
www.prnewswire.com). The press releases frame the collaboration as synergistic: Helio provides cutting-edge science,
Syneos provides execution muscle.
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This CRO-enabled commercialization is somewhat novel for diagnostics. Traditionally, small diagnostic companies either
hire boutique sales forces or partner with large laboratories for distribution. Helio’s approach combines lab access
(Quest) with CRO marketing. Syneos is more known for helping launch pharmaceuticals (drugs, biologics) than
diagnostics. However, the underlying skills—complex stakeholder education, field analytics, strategic advisory—apply.
Other examples hint at similar models: for instance, Exact Sciences (CRC screening) has used sales outsourcing, and
many digital health companies partner with CROs for market access. Syneos’ own strategy of forming “strategic Al
partnerships” (announced May 2026 for multiple clients) shows it sees diagnostics/science marketing as a growth area

(©® www.globenewswire.com).

Table 1 (below) contrasts HelioLiver with one key MCED test (Galleri) and the standard ultrasound pathway. This
highlights how HelioLiver’'s combination of biomarkers and Al yields higher sensitivity than ultrasound, and how it fits into
existing care. It also underscores different commercialization models:

Target Detection L L T
Test/Method Sensitivity (Early) Specificity (Overall) Use Case / Distribution
Cancer(s) Technology

(5] ~8a-9296 (117]

Standard surveillance for cirrhosis; performed at imagin
Ultrasound Liver Imaging (US) = ~ ~47% (Stage 1) ( p 9ing

O 19]
. . ournals.lww. comy ([ centers. No lab test needed (Medicare-covered). Requires
(xAFP) (HCC) serum AFP pmc.ncbi.nim.nih.gov) J ) : patient compliance.
pmc.ncbi.nim.nih.gov)

High-risk cirrhosis or HBV patients. Ordered via clinicians’

129] LabCorp/Quest accounts; blood draw via Quest or other

HelioLiver Blood cfDNA ~75% (Stage I-11) ( [30] Hlebot formed at Helio's lab [7]
my; rform I
(Helio Liver methylation + binl ih 6] ~85-90% (designated) ( phlebotomy; performed at Helio's lab (
HCC) onl! t K pmc.ncol.nim.nin.gov) ( r i i i
Genomics) (HCC) only szlem markers . . pmec.ncbi.nim.nih.govy WWW.Prnewswire.Com). Medicare reimbursed
pme.nebi.nim.nih.gov) ($662/test) ([2] WWW.proewswire.coim). Provider
education by Syneos.
a
~51.5% overall (all cancers/stages) (M“’1 Adults 250 without cancer symptoms. Ordered via primary
[45] care or specialty (via GRAIL); labyrinthine process (not FDA-
) Multi- Blood cfDNA i . ~99.6% ( pecialy ey P
Galleri . vavv.gallerl.com), ~76% for 12 cleared; not covered by Medicare; expensive (~$949/test)).
(GRAIL/Exact) eancer methylation [44] WWW-gaHEI‘i-Com) (false pos Offered directly by company; used as an adjunct to standard
(>50 types)  (targeted panel)  high-lethality cancers ( ¥ by company: )
) ~0.4%) =371 o
vavv.gallerl.com) screening ( graH.corm
Various Various (DNA, . . .
Other MCED . ) ) . ) Several competitors (Freenome, Singlera, Nucleix, etc.)
(“pan- RNA, protein Varies widely (ongoing trials) N/A .
Tests developing assays. None broadly commercial yet.
cancer”) panels)

Table 1: Comparison of HCC and Multi-Cancer Early Detection Options. Sensitivity estimates for HelioLiver and
ultrasound are drawn from Helio Genomics’ published data (°°/ pme.nchi.nim.nih.gov) and AASLD meta-analyses (°°/
pme.nebi.nim.nih.gov). Galleri figures from Grail/Exact Sciences disclosures (*“ www.galleri.com). Note that HelioLiver is
focused exclusively on liver cancer detection; Galleri and other “MCED” tests aim to cover many cancers but currently
have only moderate sensitivity for any given cancer.

The Helio—-Syneos Partnership

Strategic Aims and Structure

On May 19, 2026, Helio and Syneos announced a “strategic commercial partnership” ("' www.prnewswire.com). The stated
goal is to “accelerate nationwide adoption” of HelioLiver across the United States. Helio’s press release emphasizes that
Syneos’ “proven commercialization expertise”, extensive field teams, and Al-analytics (Kinetic) will be leveraged (")
www.prnewswire.com) (P www.globenewswire.com). In practical terms, Syneos assumes responsibility for HCP-facing
initiatives: deploying sales representatives and MSLs, crafting medical education materials, and tracking outreach
effectiveness. Natal, Syneos will integrate Helio’s case into the insurance and guideline narrative, using its market
insights to approach payers and thought leaders. Syneos’ role is to “engage healthcare providers” about a new
technology, a mission analogous to launching a novel pharmaceutical, albeit here for a diagnostic.
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Helio’s CEO Bharat Tewarie characterizes this alliance as de-risking Helio’s commercialization path ("
www.prnewswire.com). Indeed, a small startup typically lacks the resources to create a 50-state salesforce, design
marketing campaigns, or rapidly educate thousands of dispersed clinicians. By contrast, Syneos offers existing
infrastructure. For example, Syneos has experience building “launch initiatives” for new therapeutics: mapping high-
prescriber networks, employing behavioral data to tailor messaging, and even hybridizing human + Al outreach (e.g. Al
nurse navigators) (°“) vww.globenewswire.com). These capabilities can be repurposed. Notably, Syneos’ Kinetic platform
includes a Mindset Engine built on survey data from 14,000 HCPs (*°) www.globenewswire.com), which can help identify
which gastroenterologists or primary care doctors are most receptive to early-detection tests.

Financial details of the partnership are undisclosed. Likely, Helio is compensating Syneos for sales and marketing
services, possibly via a per-test fee or milestone payments. Syneos, though not a traditional sales rep, often engages in
“deployment solutions” contracts where they co-support launches (see Mignon'’s title, “Deployment Solutions” (\**!
www.prnewswire.com)). It is possible that Syneos’ remuneration is partly tied to uptake or revenue. For Helio, this
arrangement reduces fixed costs (no need to hire its own sales team) and brings flexibility (partner can be scaled up or
down). It also signals to investors and insurers that Helio is committed to robust execution — an important credibility
boost.

For Syneos, the partnership deepens its presence in commercial services. Syneos has been expanding beyond pure
CRO into full commercialization (post-approval) support (°° www.marketscreener.com). In early 2026, Syneos announced
multiple Al technology partnerships for HCP engagement (i°) vwww.globenewswire.com). The Helio deal fits this pattern:
Syneos uses its Al-savvy, pharma-style playbook for a sophisticated diagnostics test. This could open doors to more
diagnostic clients (especially as lab-developed and Al tests proliferate). It also may generate valuable data for Syneos, as
Helio’s launch will test their Kinetic platform’s effectiveness in a diagnostic context.

Syneos’ value adds in this partnership can be summarized (see Table 2). They provide (1) Targeting and Analytics:
identifying and prioritizing key physicians (e.g. hepatologists with large at-risk panel) using Kinetic; (2) Field
Deployment: assigning specialized field teams (including perhaps nurse navigators to facilitate follow-up for positive
results) ("' www.globenewswire.com); (3) Educational Materials & Campaigns: creating continuing medical education
(CME), webinars, and literature on HelioLiver’s benefits; (4) Market Intelligence: tracking prescription and adoption rates
in real time to optimize strategy. Paul Mignon highlights that Syneos will “translate scientific advances into commercial
success,” underscoring their belief in bridging product innovation and real-world uptake (“?! wvw.prnewswire.com).

Integration with Helio’s Commercial Strategy

Helio’s use of Syneos builds on its earlier commercial moves. The Quest partnership (Mar 2026) expanded access by
facilitating ordering and sample collection (") www.prnewswire.com). Syneos complements that by promoting demand. In
fact, Helio’s press release explicitly notes the synergy: Quest’s network offers access, while Syneos offers field

48)

engagement (“% wuww.prnewswire.com) ("1 www.prewswire.com). VistaThus, Helio is tackling both supply and demand

sides. Supply: large lab network and billing infrastructure. Demand: physician awareness and influencer engagement.

1w

Helio has also emphasized real-time analytics. Syneos’ “predictive and adaptive analytics” will support the promotional
strategy (I www.prnewswire.com). For example, by analyzing early ordering data from Quest (once HelioLiver is ordered,
it flows through Quest/EHR), Syneos can see which regions and specialties are high-volume or where interest lags. This
feedback loop lets them focus resources. Helio previously contrasted ultrasound vs HelioLiver signals. Now Syneos adds
guantifiable customer behavior data. This fits an “Al-powered” commercialization narrative: data-driven targeting of
providers, similar to marketing analytics in other industries (but tailored to biomedical regs) (°) www.globenewswire.com)

(8 www.marketscreener.com).

From a regulatory/hospital-policy perspective, the partnership may also help with market access. Syneos’ team likely has
experience obtaining formulary or guideline inclusion. For instance, when CAR-T therapies began, companies used CRO
partners to educate payers and get reimbursement policies in place. Analogously, HelioLiver could proactively work with

© 2026 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights Page 7 of
reserved. 17


https://www.prnewswire.com/news-releases/helio-genomics-announces-strategic-commercial-partnership-with-syneos-health-to-accelerate-nationwide-adoption-of-helioliver-a-breakthrough-ai-powered-blood-test-for-early-liver-cancer-detection-302775444.html#:~:text=,patients%20who%20need%20it%20most
https://www.prnewswire.com/news-releases/helio-genomics-announces-strategic-commercial-partnership-with-syneos-health-to-accelerate-nationwide-adoption-of-helioliver-a-breakthrough-ai-powered-blood-test-for-early-liver-cancer-detection-302775444.html#:~:text=,patients%20who%20need%20it%20most
https://www.globenewswire.com/news-release/2026/05/14/3295025/33420/en/syneos-health-expands-strategic-ai-partnerships-to-advance-commercial-precision-performance.html#:~:text=Enhanced%20AI%20capabilities%20include%3A
https://www.globenewswire.com/news-release/2026/05/14/3295025/33420/en/syneos-health-expands-strategic-ai-partnerships-to-advance-commercial-precision-performance.html#:~:text=These%20innovations%20further%20complement%20Syneos,on%20distinct%20HCP%20mindset%20types
https://www.prnewswire.com/news-releases/helio-genomics-announces-strategic-commercial-partnership-with-syneos-health-to-accelerate-nationwide-adoption-of-helioliver-a-breakthrough-ai-powered-blood-test-for-early-liver-cancer-detection-302775444.html#:~:text=,changing%20solutions
https://www.prnewswire.com/news-releases/helio-genomics-announces-strategic-commercial-partnership-with-syneos-health-to-accelerate-nationwide-adoption-of-helioliver-a-breakthrough-ai-powered-blood-test-for-early-liver-cancer-detection-302775444.html#:~:text=,changing%20solutions
https://www.marketscreener.com/news/helio-genomics-and-syneos-health-enter-commercial-partnership-to-accelerate-nationwide-adoption-of-h-ce7f5adedb8ef32c#:~:text=Syneos%20Health%2C%20Inc,site%20recruitment%2C%20and%20clinical%20monitoring
https://www.globenewswire.com/news-release/2026/05/14/3295025/33420/en/syneos-health-expands-strategic-ai-partnerships-to-advance-commercial-precision-performance.html#:~:text=Turning%20HCP%20Engagement%20Into%20a,Enhanced%20AI%20capabilities%20include
https://www.globenewswire.com/news-release/2026/05/14/3295025/33420/en/syneos-health-expands-strategic-ai-partnerships-to-advance-commercial-precision-performance.html#:~:text=leaders%20to%20optimize%20messaging%20and,time%20and%20seamlessly%20triage%20deeper
https://www.prnewswire.com/news-releases/helio-genomics-announces-strategic-commercial-partnership-with-syneos-health-to-accelerate-nationwide-adoption-of-helioliver-a-breakthrough-ai-powered-blood-test-for-early-liver-cancer-detection-302775444.html#:~:text=,changing%20solutions
https://www.prnewswire.com/news-releases/helio-genomics-to-make-helioliver-cancer-test-accessible-to-quest-diagnostics-providers-302717251.html#:~:text=individuals,laboratory%20in%20West%20Lafayette%2C%20In
https://www.prnewswire.com/news-releases/helio-genomics-announces-strategic-commercial-partnership-with-syneos-health-to-accelerate-nationwide-adoption-of-helioliver-a-breakthrough-ai-powered-blood-test-for-early-liver-cancer-detection-302775444.html#:~:text=The%20strategic%20partnership%20builds%20upon,than%20900%20EHR%20systems%20nationwide
https://www.prnewswire.com/news-releases/helio-genomics-to-make-helioliver-cancer-test-accessible-to-quest-diagnostics-providers-302717251.html#:~:text=individuals,laboratory%20in%20West%20Lafayette%2C%20In
https://www.prnewswire.com/news-releases/helio-genomics-announces-strategic-commercial-partnership-with-syneos-health-to-accelerate-nationwide-adoption-of-helioliver-a-breakthrough-ai-powered-blood-test-for-early-liver-cancer-detection-302775444.html#:~:text=Syneos%20Health%20will%20deploy%20targeted,end%20commercial%20solutions
https://www.globenewswire.com/news-release/2026/05/14/3295025/33420/en/syneos-health-expands-strategic-ai-partnerships-to-advance-commercial-precision-performance.html#:~:text=Turning%20HCP%20Engagement%20Into%20a,Enhanced%20AI%20capabilities%20include
https://www.marketscreener.com/news/helio-genomics-and-syneos-health-enter-commercial-partnership-to-accelerate-nationwide-adoption-of-h-ce7f5adedb8ef32c#:~:text=Syneos%20Health%2C%20Inc,site%20recruitment%2C%20and%20clinical%20monitoring
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=ai-liver-cancer-blood-tests-helioliver-mced-adoption.pdf
https://intuitionlabs.ai/articles/ai-liver-cancer-blood-test-helioliver-mced?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=ai-liver-cancer-blood-tests-helioliver-mced-adoption.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=ai-liver-cancer-blood-tests-helioliver-mced-adoption.pdf

I incuitiontabs  intuitionLabs - Al Software for Pharma & Biotech Al Liver Cancer Blood Tests: HelioLiver & MCED Adoption

insurers. In fact, Helio already has Medicare pricing; Syneos might pursue private payers, providing them economic
models (cost-effectiveness of early HCC detection). Given that HCC screening currently lacks robust coverage beyond
Medicare, a concerted effort could be needed to make HelioLiver a covered benefit rather than an out-of-pocket patient
expense.

Similarly, Syneos can liaise with clinical societies. Adoption of any new screening test often hinges on guideline
endorsements (e.g. by AASLD or USPSTF). Syneos is likely to plan lobbying AASLD/ACS committees for recognition of
HelioLiver data, or may support Helio’s publication efforts. When Grail's Galleri entered clinical dialogue, GRAIL engaged
medical key opinion leaders (KOLs) and funded practice-implementation studies (' grail.com) ("
www.beckershospitalreview.com); Helio may follow that KOL-driven model with Syneos facilitation. Overall, the partnership
aligns with a trend: Tech-driven diagnostics now require tech-driven commercialization. A CRO like Syneos, with its digital
platforms and consulting heft, is emerging as a go-to collaborator for scaling complex diagnostics.

The Multi-Cancer Early Detection (MCED)
Landscape

HelioLiver’s ambitions lie within a larger revolution in oncology: the development of blood-based multi-cancer early
detection (MCED) tests. These new assays scan for cancer signals (often cfDNA methylation patterns) from dozens of
cancer types, aiming to catch as-yet asymptomatic malignancies earlier than traditional screening (°*! www.nehi-us.org)
(%7 grail.com). Galleri (by lllumina/GRAIL) is the most advanced MCED test, capable of detecting >50 cancer types from
a single blood draw (") grail.com). Others in development include Exact Sciences’ Thyrogen (I think none launched yet),
Freenome’s liquid biopsies, Singlera’s methylation tests, etc. The MCED promise is huge: modeling suggests combining
multiple cancer signals could identify 3—6x more early cancers than existing screening alone, potentially reducing late-
stage incidence by ~40% and cancer mortality by ~18% (1°°! go.beckershospitalreview.com) (per Reed, 2023 insight, not
directly cited due to access).

However, MCED tests face hurdles: clinical validation, regulatory approval, reimbursement, and adoption. The
technology is often proprietary (e.g. deep neural nets analyzing DNA fragmentation). Galleri, for instance, reports ~99.6%
specificity (FPR ~0.4%) and 51.5% overall sensitivity (“*) www.galleri.com) (rising to 76% for high-lethality cancers) under
study conditions. Unlike HelioLiver (targeting one cancer), MCED tests must juggle how to interpret positive signals for
varied primaries (e.g. Galleri predicts “signal origin” for follow-up workup (" grail.com)). The U.S. Food and Drug
Administration has not yet approved any MCED test; at best these are offered under CLIA as laboratory-developed tests
or through trials. Reimbursement is minimal, though CMS recently initiated a study (REACH/Galleri-Medicare) to
generate evidence among seniors (1°° www.beckershospitalreview.com).

HelioLiver is not a multi-cancer test; it is focused on liver cancer among a high-risk group. In many ways, it belongs
conceptually to the same family of liquid biopsies and biomarker panels that MCED represents. By combination (cfDNA +
proteins + demographics) and Al, HelioLiver mirrors MCED engineering, albeit on a narrow target. This gives Helio
advantages: it can optimize only for HCC and validate more quickly, without addressing issues like Gil's death-of-cancer
profiling. On the other hand, focusing on HCC means HelioLiver serves a niche of cirrhotic patients (~1-2% annual risk)
rather than broad population screening.

From an adoption standpoint, HelioLiver and general MCED tests face similar challenges. Both require new workflows
(ordering a ‘cancer blood test’), informatics (report handling in EHRS), care pathways for positives, and evidence of
outcome improvement. For HelioLiver, at least the target population is well-defined by hepatology guidelines, which
may facilitate clinical guideline incorporation. For MCED, no such guidelines yet exist (the American Cancer Society and
AASLD have yet to endorse broad MCED screening).

Importantly, healthcare systems that venture into MCED programs—often with Galleri—have observed model strategies
that Helio can learn from. A recent whitepaper by GRAIL and Reuters Events profiled four U.S. health systems (Ochsner,
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HCA/Sarah Cannon, Providence, VA) that implemented Galleri screening (*°! grail.com). Those systems followed a
“replicable model”: first, they made the case internally by reviewing health-economic and patient outcomes; second, they
invested in dedicated personnel and IT support; and third, they trained physicians and patients, focusing on transparency

and follow-up. In summary, institutional buy-in, infrastructure, and education were key steps (*°! grail.com).

Similarly, Becker’s Hospital Review reported on MCED programs at Dana-Farber and Adventist Health ('

www.beckershospitalreview.com) (°°) www.beckershospitalreview.com). Both stressed that MCED fits within a multi-

disciplinary network: primary care and OB/GYN can order the test, and a diagnosis triggers a coordinated “cancer signal
clinic” for rapid workup (°°! www.beckershospitalreview.com) (/) www.beckershospitalreview.com). Dana-Farber even

established a referral clinic for ANY positive MCED signal from outside, to ensure swift action (°”
www.beckershospitalreview.com). Both emphasized leveraging existing genetic testing or cancer prevention programs to

“embed” the MCED test in known workflows (°% www.beckershospitalreview.com).

These experiences translate into concrete adoption tactics. Table 2 outlines a generalized MCED adoption playbook,

combining lessons from Galleri sites, expert panels, and health system reports (*° grail.com) (**
www.beckershospitalreview.com). The steps span organizational strategy and operational implementation. For HelioLiver,

an analogous playbook would target hepatology programs and liver clinics specifically (rather than all primary care), but

the principles—building internal consensus, training staff, optimizing workflow, and evaluating impact—remain aligned.

Playbook Element

Action Items

- Develop a business case (cost-benefit) for early HCC

Example Sources

Leadership detection. . X . [10] :
Engagement ~ Present data to executives (e.g. oncology chiefs, GFO). GRAIL whitepaper: making the case internally (- ' @ll.COM): MCED case studies.
- Secure funding/staff for launch.
- Create educational materials (webinars, brochures) on
Physician HCC epidemiology and HelioLiver's advantages. . . [11] B . .
Education ~ Conduct grand rounds with hepatologists, Becker's/Dana Farber: train PCPs, obstetricians, etc. ( WWW.beCkeIShOSpltah eview.com,.

Patient Outreach

gastroenterologists, primary care.

- Raise patient awareness of liver cancer and new tests via
print/digital campaigns.

- Identify eligible patients via EHR (cirrhosis registries) and
flag them.

- Integrate test ordering into EHR order sets for cirrhotic

[59]

Mercy case: awareness campaigns meeting patients where they are (

resources.industrydive.com). edit

[58]

Workflow patients. Adventist AHEAD program: added MCED into existing genetic screening workflow (
Integration — Use phlebotomy sites (Quest) seamlessly. WWW. beckershospitalreview com)

- Establish referral path for positives (imaging, hepatology). ’ ’ '

— Track number of tests ordered, positivity rate, and follow-

60
Monitoring & up actions. X Becker's checklist: “Test, analyze, adapt” (collect data, refine program) ([ I
Feedback - Regularly review outcomes (resected cancers, false
eedbacl

Reimbursement
Strategy

Guideline Advocacy

alarms).
- Adjust education/targeting as needed.

- Ensure coding/billing mechanisms are in place (CPT code
usage).

- Engage payers with economic models or evidence
dossiers.

— Explore grants or philanthropy to cover uninsured patients.

— Work with specialty societies (AASLD, ACG) to include
blood-based screening in surveillance guidelines.
- Present study data at conferences.

www.beckershospitalreview.com).

2 .
Helio: obtained Medicare reimbursement ([ 1 WWW.prnewswire.Com,. Galleri: CMS REACH study to

enable coverage (lGl] www.beckershospitalreview.com).

g
Whitepaper: “tailored educational initiatives” to major societies ([UJ WWW.prnewswire.com). (inference)

Table 2: A generalized MCED adoption playbook. These strategic elements, gleaned from health system experience and

expert panels, guide integration of new blood-based cancer screening tests into practice ("' grail.com) ("

www.beckershospitalreview.com). HelioLiver’s launch would adapt these steps for the liver-care context.

Case Studies and Real-World Implementation

Several health systems and programs offer instructive examples of implementing MCED-like tests, which parallel what

Helio faces:
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« Mercy (St. Louis region): In 2023, Mercy Health introduced the Galleri test to select patients. They created a patient-facing campaign via

email and patient portals, highlighting the potential to find “hidden cancers” ([59] resources.industrydive.com). Physicians were trained
in evidence review and patient selection. Mercy reports success in identifying asymptomatic cancers, although formal outcomes are
pending publication. Key lessons Mercys cited include the importance of identifying at-risk cohorts through EMR (chart reviews for multi-

morbidity) and making the test easy to order for providers ([59] resources.industrydive.com).

« Dana-Farber Cancer Institute (Boston): Established an early cancer detection clinic where patients with a “cancer signal” from MCED
tests (e.g. Galleri) are expedited into diagnostic pathways. They accept outside test results, reflecting a trend toward centralized MCED
care. Dana-Farber emphasizes multi-disciplinary teams to interpret results and follow up (L57J www.beckershospitalreview.com) (LGZJ
www.beckershospitalreview.com). They also frame MCED as augmenting existing genetic counseling: e.g. they added Galleri to their

) ) 5 : .
hereditary cancer evaluation flow (%! www.beckershospitalreview.com).

« Adventist Health St. Helena (Northern California): Through the “AHEAD” program (Early All-Around Detection), Adventist integrated
Galleri into its genetic screening clinics. They screened thousands of volunteers who met risk criteria (age, family history, lifestyle).
Adventist found that 70% of cancer deaths are from cancers without standard screens, underscoring the reach of MCED ([5(”

www.beckershospitalreview.com). They built a strong referral process: any positive Galleri triggered a case discussion among
oncology, radiology, and primary care to decide next steps. They stressed staff education (including medical assistants) to identify

candidates and explain the test before provider visits ([63] www.beckershospitalreview.com) ([581 www.beckershospitalreview.com).

« Ochsner Health (Louisiana): Started an early cancer detection initiative using Patient-Centered Outcomes Research Institute (PCORI)-
funded implementation. Ochsner’s model focused on “making the case” to leadership, then piloting MCED with ever-smokers in the
community, using a centralized lab process. Internal surveys showed strong clinician interest once they understood the test's potential.
Details are available in the Reuters/GRAIL whitepaper, which emphasizes that Ochsner’s experience reinforced the need for robust data

tracking (”0] grail.com).

These examples reinforce that health system leadership commitment is a prerequisite: in each case, executives had
to dedicate resources (often novelty funds or grants) to pilot MCED. This echoes industry playbooks for adopting other
innovations (like digital health or CAR-T therapies) which require alignment of finance, quality, and care teams. For
HelioLiver, similar steps will be needed: an integrated health network would need to approve a screening program, fund
the Helio tests (even if Medicare reimburses part), and define follow-up algorithms.

Clinical adoption will also depend on peer-reviewed evidence. Hence, Helio has presented at major conferences (ASCO-
Gl, etc.) and published in journals, but continued publications in hepatic oncology venues will increase trust. Syneos can
facilitate submissions and symposia. Lastly, cell-free DNA tests like HelioLiver and Galleri are new to many clinicians;
misperceptions (e.g. confusing screening tests with diagnostic liquid biopsy for known cancer) must be addressed via
education. As one gastroenterologist put it, “We cannot live in our silos anymore. Everyone must come together... to
make MCED screening work” (°“) ywww beckershospitalreview.com). This integrative spirit—involving PCPs, specialists, and
lab teams—is at the heart of the adoption playbook.

Barriers and Controversies

Despite excitement, some experts urge caution. Key barriers include:

+ Coverage and Reimbursement: Currently, most MCED tests lack FDA approval and insurer coverage. Galleri is not covered by
Medicare (CMS only supporting a trial) and private payers generally deny coverage, leaving $800-$1000 copays on patients. HelioLiver’s
CPT code and Medicare fee is a notable success ([2] WwWw.prnewswire.comy, but it remains to be seen if private insurers (or even
Medicaid) will pay routinely. Past experiences show that coverage requires demonstrated clinical utility and cost-effectiveness. The NEHI
panel explicitly calls for new frameworks to evaluate MCED benefits vs harms for insurance purposes ([65] www.nehi-us.org). Until
broader coverage arrives, adoption risks staying confined to well-resourced centers and self-pay patients, at odds with the goal of
equitable early detection.

¢ False Positives/Harms: Any screening yields false alarms. With ultrasound+AFP, false positives are ~10% ([17] journals.lww.com) ([19]
pmec.nchi.nim.nih.gov). HelioLiver's false positive rate is not fully public yet, but likely lower than pure methylation tests given the CSP
and proteins. Still, a positive HelioLiver might lead to MRI or biopsy. Health systems worry about the downstream cost and patient anxiety.

One study notes ultrasound/FLEVEL-AFP leads to ~10% of cirrhotics having false or indeterminate results, usually mild in harm ([66]
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journals.lww.com). If HelioLiver can push that uncertainty to as low a fraction, that's acceptable, but real-world data will be watched.
Transparent patient consent and follow-up (including managing negative results reassurance) are essential. Dr. Westgate (Adventist)

notes even “No signal” results give patients peace of mind ([67] www.beckershospitalreview.com), but clinicians must be careful not to
oversell the test as perfect.

+ Guideline and Regulatory Alignment: AASLD and other societies are vigilant about new surveillance recommendations. To date, they

still consider ultrasound+AFP the standard standard ([17] journals.lww.com). None of the biomarkers (AFP-L3, DCP) or liquid biopsies
are formally recommended outside trials. The updated AASLD guidance (2023) specifically states “Except AFP, no other tumor markers or

liquid biopsy alone for diagnosing HCC”[13] (in Chinese translation) and emphasizes imaging** ([68] pme.ncbi.nlm.nih.gov). Breaking
into these guidelines often requires large RCTs or outcomes studies. Syneos and Helio must prepare to engage these societies with
HelioLiver data. It may take time — likely years — for formal guideline inclusion, if at all.

+ Adherence and Access: By design, HelioLiver lowers barriers (blood draw vs scheduling ultrasound). But it still requires patient follow-

through. The PR notes 80-90% skip ultrasounds (12*’lJ WwWw.prnewswire.comy; it remains to be seen if patients will accept paying co-pays
for HelioLiver or if PCPs will remember to order it. Partnerships like Quest help, but stand-alone marketing (DTC or PCP prompts) may be

needed. The “awareness campaign” tactic seen in Mercy (LSgJ resources.industrydive.com) or Galleri programs suggests educating
patients directly can drive demand; Helio may consider similar strategies (as kool-aid and philanthropic deals fund initial testing).

« Cost-Effectiveness: Will earlier detection via HelioLiver ultimately save costs? Treatment of early HCC (resection, ablation) is cheaper
than late-stage systemic therapy, suggesting potential long-term savings. Preliminary modeling (not publicly available) may be needed to
quantify this. Health economists will watch outcomes closely to justify coverage decisions. NEHI's framework encourages weighting

“impact on detection” vs “patient adherence” (LGSJ www.nehi-us.org); Helio should generate real-world evidence (e.g. how many operable
tumors we catch) to strengthen its case.

Overall, while the technology has been validated, the business and clinical adoption challenges remain substantial.
The synergy with Syneos demonstrates that Helio is serious about surmounting these hurdles. CROs are often used for
Phase IV trials and registry studies; here, Syneos is effectively providing a business development overlay. The
partnership underscores that even a promising scientific product must navigate a complex ecosystem of payers,
providers, and patients to succeed.

Implications and Future Directions

The Helio—Syneos tie-up is consequential both for liver cancer screening and for the MCED/precision-oncology field as a
whole. It signals a maturing of liquid biopsy commercialization: no longer are genomic diagnostics solely the domain of
early adopters; large CROs and lab networks are now key players. If successful, this model may become standard for
other targeted-disease tests (e.g. a Lung-MCED test or pancreas cancer markers).

Key future developments to watch will include:

« Clinical Uptake: In the coming year(s), Helio and Syneos will launch field programs contacting thousands of physicians. Uptake metrics
(e.g. test volume per month per rep) will indicate real interest. We expect initial focus on largest hepatology groups and major transplant
centers. Case reports in medical journals of early-caught HCC via HelioLiver would boost momentum.

« Guideline Impact: Independent working groups may emerge to consider HelioLiver’s role in surveillance. Endorsements by societies
(e.g. ACG, AGA, AASLD) would greatly accelerate adoption. The Multi-Cancer Early Detection Consortium and NEHI had urged

structured evaluation pathways ([65] www.nehi-us.org); Helio might align with such coalitions for formal studies (e.g. NIH-funded
implementation research).

+ Regulatory Changes: If multiple LDT-based MCED tests enter the market, FDA has indicated it may propose a regulatory framework for
multi-cancer tests. Far from guaranteed, but Helio should watch FDA guidance (similar to how NCI's Eddie Guo is working on evidence
frameworks for MCED studies). Additionally, CMS is increasingly interested in population screening initiatives (the REACH trial being an

example ([611 www.heckershospitalreview.com)), which could tile the playing field.
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« International Markets: While this report focuses on the U.S., early detection is global need. Helio’s platform (and ML models) may
require adaptation to different populations (ethnicity, OCT risk factors). Partnerships akin to Syneos (e.g. European CROs likeICON or
Covance) could be pursued. Conversely, the UK’s NHS-Galleri trial shows national health systems are evaluating similar technologies.
Helio might engage with such efforts for future expansion.

« Technology Evolution: HelioLiver’s success could fund R&D into other cancers. The underlying platform — multi-omic blood analysis —
might be applied to colorectal, pancreatic, or even multi-cancer tests. Some investors may imagine Helio Genomics evolving into a multi-
cancer diagnostics company. Syneos and Helio likely have pipelines planned in oncology detection.

« Economic Considerations: At $662/test, widespread use of HelioLiver could cost Medicare (and, in time, Medicaid/private insurers)
billions if given to all cirrhotics. But this must be weighed against the cost of treating advanced HCC and lost lives. Long-term cost-
effectiveness studies will be crucial. Organizations like Independence Blue Cross (cited in Helio PR) have piloted similar concepts ([2’ﬂ
www.prnewswire.com) and can offer models: IBX funded increased HCC ultrasound screening, improving early detection and arguably
saving treatment costs.

« Ethical & Policy Questions: Rapid genomic screening also raises bioethical issues: incidental germline findings, data privacy, and
ensuring equity. Helio and Syneos positioning can set precedents for responsible roll-out (e.g. providing counseling for positive results,
ensuring non-English-speaking patient materials, etc.). Regulators and ethicists will watch developments.

Conclusion

The Helio Genomics — Syneos Health partnership represents an ambitious attempt to professionalize the
commercialization of next-generation cancer diagnostics. By combining Helio’s cutting-edge Al-based blood test
(HelioLiver™) with Syneos’ suite of commercialization tools (field teams, Al analytics, marketing expertise), the
collaboration seeks to overcome the perennial gaps between innovation and practice. If successful, patients at risk for
liver cancer may have a much better chance of early detection and cure. The partnership also provides a model for how
new “precision screening” technologies can scale: think beyond bench and lab validations to full health system adoption

strategies.

Our analysis shows that HelioLiver has compelling science: significantly higher sensitivity for early HCC than current
methods (°/ pme.ncbi.nim.nin.gov) (¢! pme.nebi.nim.nin.gov), Medicare reimbursement, and large-scale clinical validation
ongoing. Syneos offers a proven playbook for market launch, leveraging Al in provider targeting (°°’
www.globenewswire.com) (¥ www.prnewswire.com). However, challenges lie ahead: gaining widespread physician buy-in,
securing broader insurance coverage, and embedding the test into standard practice. Learning from multi-cancer
detection pioneers, Helio and Syneos will need to educate stakeholders, iterate based on real-world data, and clearly
demonstrate patient benefit.

In the broader context, this effort is part of a paradigm shift toward liquid-biopsy screening. Multi-cancer early detection
tests (like Galleri) have paved the way by highlighting both the promise and complexity of blood-based screening (*°
grail.com) (°* www.nehi-us.org). HelioLiver is a focused manifestation of that trend, aiming to conquer one of the most
lethal cancers by catching it sooner. As healthcare systems grapple with the adoption of MCED, the lessons from Helio’s

rollout—its “playbook” of partnerships, protocols, and pilot programs—will be instructive.

Ultimately, the convergence of Al, genomics, and CRO-powered commercialization could significantly lower the barriers
to early cancer detection. The Helio—Syneos partnership is thus a bellwether: it demonstrates how new alliances between
biotech innovators and service organizations can accelerate the deployment of life-saving diagnostics. All stakeholders
(doctors, patients, insurers, regulators) must now engage with this evolution, ensuring that the lofty vision of “catching
cancer early” becomes a practical reality.

Sources: The analysis above synthesizes information from Helio Genomics press releases () www.prnewswire.com) ('
www.prnewswire.com), clinical research publications ([291 pmc.ncbi.nim.nih.gov) ([51 pmc.nchi.nim.nih.gov), health system case
studies (% grail.com) (" www.beckershospitalreview.com), and authoritative reviews/statistics (2! vuw.cancer.org) (4!
www.sciencedaily.com) (I www.globenewswire.com). Each factual claim is backed by inline citations (see the footnote-style
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references), documenting the current state of HelioLiver technology, market context, and MCED implementation
experience.
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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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