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CTMS, eTMF & LIMS Pricing 2026: Total Cost of Ownership

Executive Summary

Clinical Trial Management Systems (CTMS), electronic Trial Master File (eTMF) platforms, and Laboratory Information Management Systems (LIMS)
are three of the largest recurring software line items in a pharmaceutical, biotech, or contract research organization's (CRO) technology budget, yet
almost none of the major vendors publish list prices. This report, current as of August 2026, synthesizes third-party pricing trackers, vendor
documentation, institutional rate disclosures, financial filings, and regulatory guidance to reconstruct realistic total cost of ownership (TCO) ranges
across all three categories. Veeva Vault CTMS and Veeva Vault eTMF, the market's dominant cloud offerings, carry no public price sheet;
procurement-benchmarking firm Vendr estimates a median annual contract value of $188,460 across Veeva Systems software generally, with a range
of roughly $90,720 to $491,710 (Source: www.vendr.com). Third-party estimators, rather than vendor price schedules, place Vault CTMS license costs
around $60,000 to $120,000 or more per year, versus $48,000 to $96,000 or more for Medidata Rave CTMS and a lower $3,000 to $48,000 for Bio-
Optronics Clinical Conductor CTMS (Source: www.itglick.com). These directional estimates reflect the trackers' undisclosed contract samples and

methodologies and should not be treated as representative market pricing or vendor quotes.

For eTMF, one of the few disclosed real-world rates comes from UC Davis's Clinical and Translational Science Center, which pays Florence eTMF a
flat $1,200 per study for industry-sponsored trials (Source: health.ucdavis.edu). MasterControl's clinical/TMF offering is estimated to start near
$25,000 per year and scale toward $100,000 per year, with a three-year TCO estimated at $150,000 to $200,000 (Source: openregulatory.com).
PhlexGlobal's PhlexTMF Express is explicitly marketed on a per-study basis, while its PhlexTMF+ managed service uses a fixed-price bundled
model for budget predictability (Source: www.phlexglobal.com).

In LIMS, LabWare is estimated to start at $5,000 per license with on-premise annual maintenance near 15 to 20 percent of license cost (Source:
www.itglick.com), while LabVantage's own TCO modeling finds a fully loaded on-premise system administrator costs an organization roughly
$158,635 per year and that cloud hosting can cut total seven-year TCO by up to 32 percent versus on-premise deployment (Source:
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www.labvantage.com). Notably, STARLIMS was divested by Abbott to private equity firm Francisco Partners in 2021 and is no longer an Abbott

company, a common misconception this report corrects (Source: www.businesswire.com).

Market sizing shows wide dispersion depending on the research firm: Grand View Research puts the global CTMS market at $2.35 billion in 2025
growing to $7.40 billion by 2033 at a 15.59 percent compound annual growth rate (CAGR) (Source: www.grandviewresearch.com), while eTMF

market estimates range from $1.36 billion (MarketsandMarkets) to $1.92 billion (Mordor Intelligence) for 2025, and LIMS market estimates range from
roughly $1.5 billion to $3.3 billion for the same base year depending on the source. Veeva Systems, the dominant vendor across CTMS and eTMF,
reported fiscal year 2026 total revenue of $3,195.3 million and subscription revenue of $2,684.2 million, up 17 percent year over year, across 1,552
total customers, a figure that alone exceeds the entire estimated global CTMS market, underscoring how much of Veeva's revenue spans its broader
Vault suite rather than CTMS in isolation (Source: ir.veeva.com). This report also documents named deployments at GSK, Bristol Myers Squibb,
AstraZeneca, Yposkesi, Gilead, Amgen, and Patheon, plus a cautionary regulatory case involving UK sponsor Celixir, to ground abstract pricing
figures in real organizational outcomes and risk.

Introduction and Background

Pharmaceutical sponsors, biotechnology companies, and contract research organizations run on three interlocking categories of regulated software. A
Clinical Trial Management System (CTMS) tracks study operations: site performance, monitoring visits, enrollment, and budgets. An electronic
Trial Master File (eTMF) system stores and indexes the regulatory documentation that proves a trial was conducted according to protocol, a
requirement rooted in Good Clinical Practice (GCP). A Laboratory Information Management System (LIMS) manages sample tracking, testing
workflows, and results in the labs that support both clinical and manufacturing quality operations. All three sit inside a regulated environment, and that
regulatory weight, more than raw software functionality, is what drives their total cost of ownership (TCO) upward. Because these three systems
frequently share the same buying committee, IT security review, and validation cycle, sponsors increasingly evaluate CTMS, eTMF, and LIMS costs
together rather than as three unrelated procurements, even though each system serves a distinct operational function and, in most organizations, is
sourced from a different vendor. This report treats the three categories side by side for that reason: understanding any one system's total cost of

ownership in isolation understates the combined validation, integration, and staffing burden a life-sciences organization actually carries.

The International Council for Harmonisation's (ICH) E6(R2) guideline defines the documentation these systems must manage: "Essential Documents
are those documents which individually and collectively permit evaluation of the conduct of a trial and the quality of the data produced" (Source:
database.ich.org), and it requires that trial master files "be established at the beginning of the trial, both at the investigator/institution's site and at the
sponsor's office” (Source: database.ich.org). The revised guideline, ICH E6(R3), was formally adopted on 6 January 2025 (Source: database.ich.org),
and came into effect in the European Union on 23 July 2025 (Source: www.ema.europa.eu). The European Medicines Agency (EMA) requires that
eTMF systems “enable appropriate security and reliability, ensuring that no loss, alteration or corruption of data and documents occur" (Source:
www.ema.europa.eu), and mandates that these systems "be validated to demonstrate that the functionality is fit for purpose, with formal procedures in
place to manage this process" (Source: www.ema.europa.eu).Under the EU Clinical Trials Regulation, sponsors must retain TMF content for at least

25 years after a trial ends (Source: www.ema.europa.eu), a requirement that directly inflates long-term hosting and archiving costs.

In the United States, the Food and Drug Administration (FDA) considers "electronic systems, electronic records, and electronic signatures to be
trustworthy, reliable, and generally equivalent to paper records" only when specific controls are met (Source: www.fda.gov). For electronic records
within Part 11's predicate-rule scope, § 11.10(a) includes system validation (Source: www.govinfo.gov); however, FDA interprets Part 11's scope

narrowly and intends to exercise enforcement discretion for its validation requirement. Applicable predicate rules may still require validation ( EDA Part
11 scope and application guidance. This is where Good Automated Manufacturing Practice (GAMP) 5, published by the International Society for

Pharmaceutical Engineering (ISPE), enters the cost equation. ISPE describes GAMP 5 as delivering "a cost-effective framework of good practice to
ensure that computerized systems are effective and of high quality, fit for intended use, and compliant with applicable regulations" (Source: ispe.org),
and calls it "far and away the leading international guidance on GxP computerized systems validation and compliance" (Source: ispe.org). Computer
system validation (CSV) under GAMP 5, not the software license itself, is frequently the largest and least predictable line item in a CTMS, eTMF, or
LIMS budget.

Beyond validation planning, regulated-system controls should be determined by the applicable requirements and a documented risk assessment. The
UK's Medicines and Healthcare products Regulatory Agency (MHRA) defines an audit trail, in its GXP (Good x Practice) Data Integrity guidance, as "a
form of metadata containing information associated with actions that relate to the creation, modification or deletion of GXP records" (Source:
assets.publishing.service.gov.uk). The guidance says that audit trails identified as necessary through risk assessment should be enabled and that

users should not be able to amend or switch them off (Source: assets.publishing.service.gov.uk). Appropriate audit-trail controls can therefore be an

important evaluation factor for systems that create, modify, or delete regulated records, but their application depends on the system's intended use
and risk assessment.
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This report addresses total cost of ownership across all three categories for 2026 buyers, drawing on vendor documentation, independent pricing-
intelligence firms, institutional rate cards, financial disclosures, and regulatory sources. Consulting firms that specialize in the Veeva ecosystem,
including IntuitionLabs, frame their advisory work explicitly around "evaluation of current technology stack and recommendations for optimization"
(Source: intuitionlabs.ai) rather than around selling a competing CTMS, eTMF, or LIMS product, a distinction that matters when interpreting the
vendor-neutral cost estimates that follow.

CTMS Pricing and Total Cost of Ownership

Clinical Trial Management System pricing is characterized by near-total list-price opacity from the largest vendors, forcing buyers to rely on third-
party estimators, procurement-benchmarking firms, and negotiated deal data. Veeva Vault CTMS, the market's most widely deployed cloud CTMS,
publishes no list price on its own site; Software Advice's tracker shows only a placeholder "starting at" figure that routes directly to a vendor quote
request (Source: www.softwareadvice.com). Procurement-intelligence firm Vendr, which aggregates real customer contract data, estimates a median

annual contract value across Veeva Systems software of $188,460, with a range spanning roughly $90,720 to $491,710 and an informal negotiation
ceiling, or "redline threshold," near $500,000 (Source: www.vendr.com). Independent software-cost tracker ITQlick separately estimates Vault CTMS
license costs at $60,000 to $120,000 or more per year, and around $500 to $1,000 or more per user per month (Source: www.itglick.com); a separate

ITQlick comparison page pegs a 10-user annual estimate at $84,000 or more, explicitly flagged as an estimate rather than a vendor-published figure
(Source: www.itglick.com).

Medidata Rave CTMS, owned by Dassault Systemes, shows a similar pattern. TrustRadius lists no entry-level setup fee and no disclosed starting
price for Rave CTMS (Source: www.trustradius.com), while TrustRadius describes the product as Medidata's "cloud-based clinical trial management
system, Rave CTMS to support real-time tracking and reporting” (Source: www.trustradius.com). ITQlick's estimate places Rave CTMS at $48,000 to
$96,000 or more per year, and roughly $400 to $800 or more per user per month, generally below Vault CTMS on a per-seat basis (Source:
www.itglick.com).

Bio-Optronics Clinical Conductor CTMS, positioned toward mid-market and academic medical center buyers, is estimated to start around $25 per
user per month, with a full annual license range of $3,000 to $48,000 and SMB onboarding fees of $10,000 to $25,000, rising past $100,000 for larger
enterprise rollouts (Source: www.itglick.com). Oracle markets clinical trial technology under its unified Oracle Life Sciences Clinical One platform
alongside the legacy Oracle Siebel CTMS, but neither is publicly priced; third-party vendor trackers list Oracle's CTMS pricing simply as "Custom"
(Source: www.cubbie.com). Advarra, which sells CTMS capability through its OnCore Enterprise Research platform alongside the Longboat patient-
engagement product, follows the same opaque, quote-only pattern (Source: www.cubbie.com). Anju Software's CTMS Master product is sold under
a subscription or license-fee model and can be deployed either on-premise or in the cloud, per the vendor's own product listing (Source:

www.anjusoftware.com).

One rare exception to the industry's pricing opacity is OpenClinica, whose eClinical platform (encompassing electronic data capture (EDC) with
CTMS-adjacent study reporting functionality) publishes a tiered, transparent price list: a "Launch" single-study EDC-only plan at $750 per month, a
"Core" plan at $3,000 per month per study on a 12-month contract (Source: www.openclinica.com), and an "Advanced" plan at $3,750 per month per

study. Industry commentary site TrialTrack frames CTMS pricing as falling into four distinct models, stating that "CTMS pricing comes in four shapes:
per-user (seat), per-study, per-site, and enterprise flat-fee. Which one is cheapest depends entirely on your portfolio" of users, studies, and sites
(Source: trialtrack.net). At enterprise scale, TrialTrack notes that license fees are "often five or six figures annually," but that implementation, validation,
integrations, training, and premium support routinely make first-year total cost of ownership "a multiple of the license" (Source: trialtrack.net). CTMS
vendor SimpleTrials publishes a first-year TCO comparison across three deployment tiers: an on-demand CTMS at $4,000 to $24,000, a SaaS/cloud-
hosted CTMS at $15,000 to $100,000, and an enterprise on-site CTMS at $100,000 to $500,000 (Source: www.simpletrials.com), with per-user SaaS
fees commonly running $50 to $400 per user per month (Source: www.simpletrials.com) versus $300 to $400 per user per month, or a $150,000 fixed
fee plus per-study charges, for enterprise on-site systems.

eTMF Pricing and Total Cost of Ownership

Veeva Vault eTMF's service-description document lists separate stock-keeping units for "Vault eTMF Active Site" and "Vault eTMF Archived Site"
under the "Vault eTMF Application" (Source: www.veeva.com). This indicates that Veeva has offered active- and archived-site packaging, but the
document does not publish contract prices or establish the cost driver for a particular customer. As with CTMS, no list price is published; the Vendr
composite estimate of a $188,460 median annual contract value applies across the broader Veeva Systems software portfolio that includes Vault
eTMF (Source: www.vendr.com).
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Among competing eTMF vendors, Florence eTMF offers one of the industry's few publicly disclosed real-world rates: UC Davis's Clinical and
Translational Science Center pays $1,200 per study for industry-sponsored trials using Florence's eBinder/eTMF platform (Source:
health.ucdavis.edu), though TrustRadius confirms Florence does not list general pricing plans and offers no free trial (Source: www.trustradius.com).
Montrium's entry-level "Essentials" eTMF tier includes 100GB of storage and up to 10 users, though exact pricing still requires a demo and quote
(Source: www.montrium.com); third-party marketplace Cubbie estimates Montrium eTMF pricing in the $500 to $5,000 per month range under a
custom-quote model (Source: www.cubbie.com).

MasterControl, whose clinical/quality suite includes TMF management functionality, is estimated by regulatory-software commentary site
OpenRegulatory to start around $25,000 per year and scale toward $100,000 per year (Source: openregulatory.com). ITQlick's separate estimate puts
MasterControl's quality/eQMS product at $300 per user per month, with a 10-user first-year total (license plus onboarding) of $50,000 to $80,000,
including a $20,000 to $50,000 onboarding fee (Source: www.itglick.com), and estimates a three-year total cost of ownership of $150,000 to $200,000
(Source: www.itglick.com).

PhlexGlobal offers two distinct commercial models within its PhlexTMF product line. PhlexTMF Express is explicitly marketed for "flexibility from per-
study pricing" (Source: www.phlexglobal.com), while the full-service PhlexTMF+ offering bundles software and TMF management services under a
fixed-price model intended to deliver "cost control and budget predictability" (Source: www.cencora.com). Ennov markets its eTMF as preconfigured
to the industry-standard TMF Reference Model taxonomy, a common substitute for published pricing among mid-tier vendors (Source: en.ennov.com).
That taxonomy, originally developed by the Drug Information Association (DIA) and now governed by the Clinical Data Interchange Standards

Consortium (CDISC) after the community transferred in April 2022 (Source: www.cdisc.org), "provides standardized taxonomy and metadata and
outlines a reference definition of TMF content using standard nomenclature" (Source: tmfrefmodel.com), and configuring a system to it is itself a
nontrivial line item in implementation cost. A vendor-sponsored "State of TMF Industry Report 2025," published by eTMF vendor Montrium based on
524 respondents, reports that 78 percent of surveyed organizations use an eTMF system (Source: www.scnsoft.com); the report's own cover material
discloses it was authored under Montrium's CEO (Source: www.the-state-of-tmf-industry-report-2025.my.canva.site), a vendor affiliation buyers should

weigh when interpreting the figure.

LIMS Pricing and Total Cost of Ownership

LabWare LIMS, one of the most established life-sciences LIMS platforms, is estimated by ITQlick to start at $5,000 per license, with a common
industry rule of thumb that annual on-premise maintenance runs roughly 15 to 20 percent of the license fee (Source: wwuw.itglick.com). Thermo

Fisher Scientific's SampleManager LIMS offers three deployment models: an Amazon Web Services (AWS)-hosted cloud instance managed by
Thermo Fisher, on-premises deployment, or the customer's own cloud environment, with the vendor-hosted option billed through "an annual hosting
fee ... calculated based on the number of licenses required" (Source: www.thermofisher.com); Thermo Fisher's own product page confirms pricing is

quote-only, listing simply "Request A Quote" in place of a price (Source: www.thermofisher.com).

LabVantage is unusual in publishing a detailed, vendor-authored TCO analysis rather than only list prices. It models the fully loaded cost of an on-
premise LIMS system administrator at approximately $158,635 per year, or about $76 per hour (Source: www.labvantage.com), and estimates that

server hardware alone for a two-tier, 99.9-percent-availability on-premise deployment can cost around $46,000 (Source: www.labvantage.com).

LabVantage's own conclusion is that cloud hosting can save a laboratory "as much as 32%" of TCO over a typical seven-year LIMS lifespan compared
with on-premise deployment (Source: www.labvantage.com), a figure that should be read as a vendor's own case for its hosted offering. ITQlick's

independent estimate places LabVantage starting near $250 per user per month, with 10-user first-year totals (including onboarding) ranging from
$130,000 to over $536,000 (Source: www.itglick.com).

STARLIMS offers on-premise, cloud-hosted, and subscription-based cloud deployment on private AWS environments (Source: www.starlims.com),
and like the rest of the category, does not publish list pricing, instead prompting buyers to "get a quote today" (Source: www.starlims.com). A
frequently repeated but outdated assumption is that STARLIMS remains part of Abbott; in fact, Abbott divested the STARLIMS informatics product
suite to private equity firm Francisco Partners in July 2021, ending an ownership relationship the acquisition announcement describes as having
lasted "more than a decade" within "Abbott's informatics business" (Source: www.businesswire.com). Buyers researching STARLIMS pricing or

support relationships in 2026 should treat it as an independently owned, privately held company.

Benchling, which markets itself more as an R&D cloud platform than a traditional LIMS, publishes no numeric pricing. Its public pricing page says the
Enterprise tier includes an "option to upgrade for increased ecosystem connectivity, data storage, and/or validation support" (Source:
www.benchling.com); the page does not state whether validation readiness is absent from the baseline offering or separately priced. IDBS, a Danaher
life-sciences business, markets its Polar platform as a platform that "combines ELN, LES and LIMS capabilities in a single GxP-compliant lab
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https://health.ucdavis.edu/ctsc/area/ctms/florence-ebinder-rates-and-justification#:~:text=Sponsor%20industry%20trials%20will%20cost%20%241%2C200%20per%20study
https://www.trustradius.com/products/florence-etmf/pricing#:~:text=Florence%20eTMF%20does%20not%20currently%20have%20any%20pricing%20plans%20listed%20at%20this%20time
https://www.montrium.com/pricing#:~:text=Up%20to%2010%20users
https://www.cubbie.com/products/montrium-etmf#:~:text=Pricing%20%24500-%245k%2Fmonth
https://openregulatory.com/articles/mastercontrol-pricing#:~:text=MasterControl%20pricing%20starts%20at%20around%20%2425k%20%2F%20year%2C%20and%20quickly%20scales%20upwards%20towards%20%24100k%20%2F%20year
https://www.itqlick.com/mastercontrol-quality-management-system-qms-software/pricing#:~:text=MasterControl%20Quality%20%28QMS%29%20starts%20at%20%24300%20per%20user%2Fmonth.
https://www.itqlick.com/mastercontrol-quality-management-system-qms-software/pricing#:~:text=MasterControl%27s%20TCO%20over%20three%20years%20could%20be%20%24150%2C000-%24200%2C000%2C%20compared%20to%20Qualio%27s%20%24105%2C000-%24135%2C000
https://www.phlexglobal.com/phlextmf-express#:~:text=Flexibility%20from%20per-study%20pricing
https://www.cencora.com/-/media/assets/corporate/global/pdfs/cencora-tmf-fact-flyer--phlextmf-fullservice-tmf-management.pdf#:~:text=Cost%20control%20and%20budget%20predictability%20through%20a%20fixed-priced%20model%20that%20includes%20everything%20required%20for%20complete%20and%20effective%20TMF%20management
https://en.ennov.com/solutions/clinical/ennov-etmf/#:~:text=Preconfigured%20to%20the%20TMF%20Reference%20Model%20structure
https://www.cdisc.org/tmf#:~:text=The%20TMF%20Community%20joined%20CDISC%20in%20April%202022%2C%20becoming%20a%20cornerstone%20of%20CDISC%27s%20commitment%20to%20global%20harmonization%20in%20clinical%20research
https://tmfrefmodel.com/about#:~:text=The%20TMF%20Reference%20Model%20provides%20standardized%20taxonomy%20and%20metadata%20and%20outlines%20a%20reference%20definition%20of%20TMF%20content%20using%20standard%20nomenclature
https://www.scnsoft.com/healthcare/clinical-trials/etmf#:~:text=with%2078%25%20of%20surveyed%20organizations%20using%20an%20eTMF%20system%20to%20manage%20TMF%20content
https://the-state-of-tmf-industry-report-2025.my.canva.site/#:~:text=Paul%20Fenton%20Carter%2C%20CEO%20of%20Montrium
https://www.itqlick.com/labware-lims/pricing#:~:text=LabWare%20LIMS%20starts%20at%20%245000%20per%20license.
https://www.thermofisher.com/order/catalog/product/INF-11000/faqs#:~:text=an%20annual%20hosting%20fee%20is%20calculated%20based%20on%20the%20number%20of%20licenses%20required
https://www.thermofisher.com/order/catalog/product/INF-11000#:~:text=Price%20%28USD%29%0A%0A-%0A%0ARequest%20A%20Quote
https://www.labvantage.com/blog/lims-total-cost-of-ownership-cloud-hosting-versus-on-premises/#:~:text=the%20annual%20cost%20of%20a%20System%20Administrator%20to%20an%20organization%20is%20around%20%24158%2C635%2C%20or%20about%20%2476%2Fhour
https://www.labvantage.com/blog/lims-total-cost-of-ownership-cloud-hosting-versus-on-premises/#:~:text=an%20organization%20could%20easily%20spend%20%2446%2C000%20in%20server%20hardware
https://www.labvantage.com/blog/lims-total-cost-of-ownership-cloud-hosting-versus-on-premises/#:~:text=LabVantage%20Cloud%20Hosting%20can%20save%20your%20lab%20as%20much%20as%2032%25
https://www.itqlick.com/labvantage/pricing#:~:text=LabVantage%20starts%20at%20%24250%20per%20user%2Fmonth.
https://www.starlims.com/resources/lims-pricing-explained-key-factors-labs-should-understand/#:~:text=STARLIMS%20offers%20both%20subscription-based%20LIMS%20and%20managed%20hosting%2C%20delivered%20through%20private%20cloud%20environments%20powered%20by%20Amazon%20Web%20Services
https://www.starlims.com/pricing/#:~:text=Interested%20in%20learning%20about%20the%20cost%20of%20our%20LIMS%20and%20laboratory%20informatics%20solutions%3F%20Get%20a%20quote%20today
https://www.businesswire.com/news/home/20210707005603/en/Francisco-Partners-to-Acquire-STARLIMS#:~:text=For%20more%20than%20a%20decade%2C%20STARLIMS%20has%20thrived%20within%20Abbott%27s%20informatics%20business
https://www.benchling.com/pricing#:~:text=option%20to%20upgrade%20for%20increased%20ecosystem%20connectivity%2C%20data%20storage%2C%20and%2For%20validation%20support
https://intuitionlabs.ai/?utm_source=pdf
https://intuitionlabs.ai/articles/ctms-etmf-lims-pricing-guide
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informatics platform" (Source: www.idbs.com) rather than a standalone LIMS, and likewise discloses no public pricing. Independent LIMS vendor
LabLynx summarizes typical market pricing bands: "small single-lab systems often start in the low tens of thousands of dollars per year," with mid-size
deployments in the mid five figures and large, customized deployments reaching six figures and beyond (Source: www.lablynx.com).

Underneath all LIMS pricing sits the same validation cost driver documented for CTMS and eTMF: 21 CFR Part 11 requires "validation of systems to
ensure accuracy, reliability, consistent intended performance” (Source: www.govinfo.gov), and the ISPE's GAMP 5 guide itself, the practical standard
most CSV programs follow, is priced at $540 for ISPE members and $1,125 for non-members (Source: ispe.org), a trivial cost next to the validation
labor it governs.

Comparative Context and Market Positioning

Buyers evaluating CTMS, eTMF, and LIMS spend side by side should recognize that the three categories are converging in pricing logic even as their
functional scope stays distinct. The representative offerings cited here show a strong shift toward cloud or SaaS delivery, while deployment and
commercial models still vary by vendor. Pricing can depend on users, studies, sites, samples, or enterprise terms, and validation may be a separately
scoped cost rather than an included subscription feature. Table 1 below summarizes representative pricing models and estimated cost ranges
gathered from vendor documentation and independent pricing trackers.

Usage-Based

Validation
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https://www.idbs.com/polar/#:~:text=combines%20ELN%2C%20LES%20and%20LIMS%20capabilities%20in%20a%20single%20GxP-compliant%20lab%20informatics%20platform
https://www.lablynx.com/resources/articles/how-much-does-a-lims-cost/#:~:text=small%20single-lab%20systems%20often%20start%20in%20the%20low%20tens%20of%20thousands%20of%20dollars%20per%20year
https://www.govinfo.gov/content/pkg/CFR-2025-title21-vol1/pdf/CFR-2025-title21-vol1-sec11-10.pdf#:~:text=Validation%20of%20systems%20to%20ensure%20accuracy%2C%20reliability%2C%20consistent%20intended%20performance
https://ispe.org/publications/guidance-documents/gamp-5-guide-2nd-edition#:~:text=a%20cost-effective%20framework%20of%20good%20practice%20to%20ensure%20that%20computerized%20systems%20are%20effective
https://intuitionlabs.ai/?utm_source=pdf
https://intuitionlabs.ai/articles/ctms-etmf-lims-pricing-guide
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CATEGORY

CTMS

CTMS

CTMS

CTMS

CTMS

eTMF

eTMF

eTMF

eTMF

eTMF

LIMS

LIMS

LIMS

VENDOR / PRODUCT

Veeva Vault CTMS

Medidata Rave CTMS

Bio-Optronics Clinical
Conductor

Oracle Clinical One /
Siebel CTMS

OpenClinica eClinical

(EDC/CTMS-adjacent)

Veeva Vault eTMF

Florence eTMF

MasterControl
(Clinical/TMF)

PhlexGlobal PhlexTMF

Montrium eTMF

LabWare LIMS

Thermo Fisher
SampleManager LIMS

LabVantage

PRICING MODEL

Subscription

Subscription, no disclosed
setup fee

Per-user subscription

Custom enterprise quote

Tiered, per-study
subscription

Subscription; service
description lists
active/archived site SKUs

Quote-based; per-study
rate observed

Per-user or tiered
subscription

Per-study (Express) or
fixed-price bundled
(PhlexTMF+)

Tiered subscription, quote-
based

Per-license, plus annual

maintenance
Per-license annual hosting

fee, or on-premise/BYO
cloud

Per-user subscription

CTMS, eTMF & LIMS Pricing 2026: Total Cost of Ownership

ESTIMATED COST RANGE (ANNUALIZED,
usD)

~$60,000 to $120,000+ license; ~$500 to
$1,000+/user/month (est., see CTMS Pricing
section above)

~$48,000 to $96,000+; ~$400 to
$800+/user/month (est., see CTMS Pricing

section above)

Starts ~$25/user/month; $3,000 to

$48,000/year; $10,000 to $25,000 onboarding

(est., see CTMS Pricing section above)

Not publicly disclosed (Source:
www.cubbie.com)

$750 to $3,750/month per study (Source:
www.openclinica.com)

Not publicly disclosed; Veeva Systems
median contract ~$188,460/year (see eTMF
Pricing section above)

$1,200/study (one institutional rate) (Source:
health.ucdavis.edu)

~$25,000 to $100,000+/year; 3-year TCO
~$150,000 to $200,000 (est.) (Source:
openregulatory.com)

Not publicly disclosed (Source:
www.phlexglobal.com)

Entry tier ~$500 to $5,000/month (est.)
(Source: www.cubbie.com)

Starts ~$5,000/license; maintenance ~15 to

20% of licensel/year (Source: www.itqlick.com)

Not publicly disclosed (Source:
www.thermofisher.com)

~$250/user/month (est.); on-premise
sysadmin FTE ~$158,635/year (see LIMS
Pricing section above)
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DEPLOYMENT

Cloud

Cloud

Cloud/on-premise

Cloud/on-premise

Cloud

Cloud

Cloud

Cloud

Cloud/managed
service

Cloud

On-premise/cloud

Cloud (AWS)/on-
premise

Cloud/on-premise


https://www.cubbie.com/products/oracle-life-sciences#:~:text=Oracle%20Life%20Sciences%20provides%20a%20comprehensive%20suite%20of%20cloud%20applications%20for%20clinical%20development
https://www.openclinica.com/pricing/#:~:text=%243%2C000%20per%20month%20per%20study%2C%20based%20on%2012%20month%20contract
https://health.ucdavis.edu/ctsc/area/ctms/florence-ebinder-rates-and-justification#:~:text=Sponsor%20industry%20trials%20will%20cost%20%241%2C200%20per%20study
https://openregulatory.com/articles/mastercontrol-pricing#:~:text=MasterControl%20pricing%20starts%20at%20around%20%2425k%20%2F%20year%2C%20and%20quickly%20scales%20upwards%20towards%20%24100k%20%2F%20year
https://www.phlexglobal.com/phlextmf-express#:~:text=Flexibility%20from%20per-study%20pricing
https://www.cubbie.com/products/montrium-etmf#:~:text=Pricing%20%24500-%245k%2Fmonth
https://www.itqlick.com/labware-lims/pricing#:~:text=LabWare%20LIMS%20starts%20at%20%245000%20per%20license.
https://www.thermofisher.com/order/catalog/product/INF-11000#:~:text=Price%20%28USD%29%0A%0A-%0A%0ARequest%20A%20Quote
https://intuitionlabs.ai/?utm_source=pdf
https://intuitionlabs.ai/articles/ctms-etmf-lims-pricing-guide
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ESTIMATED COST RANGE (ANNUALIZED,

CATEGORY  VENDOR / PRODUCT PRICING MODEL Ush) DEPLOYMENT

Subscription cloud or ) )

. . Not publicly disclosed (Source: .
LIMS STARLIMS managed hosting, private : Cloud/on-premise
www.starlims.com)
AWS
Tiered; Enterprise offers an . .
) . Not publicly disclosed (Source:

LIMS Benchling option to upgrade for Cloud

o www.benchling.com)
validation support -

Unified ELN/LES/LIMS Not publicly disclosed (Source:
LIMS IDBS Polar (Danaher) ) Cloud
platform www.idbs.com)
The pattern in Table 1 is consistent across categories: only smaller or mid-tier vendors (OpenClinica, one Florence institutional rate) disclose real
prices, while every enterprise-scale platform, Veeva, Medidata, Oracle, Thermo Fisher, LabVantage, STARLIMS, requires a direct sales quote. This
forces buyers to build cost models from third-party estimators, which vary meaningfully in methodology and should be treated as directional rather

than authoritative.

License cost, however, is only part of the buying decision. Table 2 below breaks out the TCO components that recur across all three system
categories, drawing on the same source base.

COST COMPONENT

Saa$S subscription (per user)

Enterprise on-site license (first year)

Implementation/onboarding

Computer system validation (CSV)

Training

On-premise infrastructure (server
hardware)

On-premise system administrator
(FTE)

On-premise annual maintenance

Long-term TMF archiving

TYPICAL RANGE

$50 to $400/month

$100,000 to $500,000+

$10,000 to $100,000+

~$5,000 (SaaS entry) to $100,000+
(customized enterprise)

Up to $150,000 (enterprise on-site, some
vendors)

~$46,000

~$158,635/year

~15 to 20% of license fee

Minimum 25-year retention mandated

CATEGORY | SOURCE

CTMS, SimpleTrials (see CTMS Pricing section
above)

CTMS, SimpleTrials (see CTMS Pricing section
above)

CTMS/eTMF, ITQlick/MasterControl (Source:
www.itglick.com)

CTMS, SimpleTrials (Source:
www.simpletrials.com)

CTMS, SimpleTrials (Source:

www.simpletrials.com)

LIMS, LabVantage (see LIMS Pricing section
above)

LIMS, LabVantage (see LIMS Pricing section
above)

LIMS, ITQIick (Source: www.itglick.com)

eTMF, EMA guideline (Source:
WWW.ema.europa.eu)

Read together, these two tables show why sponsors frequently underestimate CTMS, eTMF, and LIMS budgets when they anchor only on a vendor's
quoted subscription fee. Validation, training, and infrastructure or migration costs routinely equal or exceed the software subscription itself in the first
year, a dynamic TrialTrack summarized bluntly when it noted that first-year TCO at enterprise scale is "entirely normal” to run as "a multiple of the
license" (Source: trialtrack.net). TrialTrack frames this validation burden as a matter of federal law rather than vendor preference, noting elsewhere
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https://www.starlims.com/resources/lims-pricing-explained-key-factors-labs-should-understand/#:~:text=STARLIMS%20offers%20both%20subscription-based%20LIMS%20and%20managed%20hosting%2C%20delivered%20through%20private%20cloud%20environments%20powered%20by%20Amazon%20Web%20Services
https://www.benchling.com/pricing#:~:text=option%20to%20upgrade%20for%20increased%20ecosystem%20connectivity%2C%20data%20storage%2C%20and%2For%20validation%20support
https://www.idbs.com/polar/#:~:text=combines%20ELN%2C%20LES%20and%20LIMS%20capabilities%20in%20a%20single%20GxP-compliant%20lab%20informatics%20platform
https://www.itqlick.com/mastercontrol-quality-management-system-qms-software/pricing#:~:text=MasterControl%20Quality%20%28QMS%29%20starts%20at%20%24300%20per%20user%2Fmonth.
https://www.simpletrials.com/true-cost-of-a-ctms#:~:text=%24100k%20and%20up%2C%20as%20a%20directed%20%28customized%29%20validation%20is%20typically%20performed%20on%20your%20install
https://www.simpletrials.com/true-cost-of-a-ctms#:~:text=some%20vendors%20charge%20upwards%20of%20%24150k
https://www.itqlick.com/labware-lims/pricing#:~:text=LabWare%20LIMS%20starts%20at%20%245000%20per%20license.
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-content-management-and-archiving-clinical-trial-master-file-paper-andor-electronic_en.pdf#:~:text=the%20sponsor%20and%20the%20investigator%20shall%20archive%20the%20content%20of%20the%20clinical%20TMF%20for%20at%20least%2025%20years%20after%20the%20end%20of%20the%20clinical%20trial
https://trialtrack.net/blog/ctms-pricing/#:~:text=it%20is%20entirely%20normal%20for%20first-year%20total%20cost%20of%20ownership%20at%20this%20scale%20to%20be%20a%20multiple%20of%20the%20license
https://intuitionlabs.ai/?utm_source=pdf
https://intuitionlabs.ai/articles/ctms-etmf-lims-pricing-guide
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that 21 CFR Part 11 obligates any CTMS handling regulated trial data to be built on systems that "requires validation of systems to ensure accuracy,
reliability, and consistent intended performance" (Source: frialtrack.net), a standard that applies with equal force to eTMF and LIMS platforms even
though each vendor markets its own compliance posture differently. Organizations without in-house Veeva, Oracle, or LIMS validation expertise often
engage specialist consultancies for exactly this reason, since implementation and validation work, not the subscription line, is where budgets most
commonly overrun.

Data Analysis and Evidence

Market-sizing estimates for CTMS, eTMF, and LIMS software vary substantially by research firm, a discrepancy this report presents openly rather than
resolving artificially. Grand View Research estimates the global CTMS software market at $2.35 billion in 2025, projected to reach $7.40 billion by
2033 at a 15.59 percent CAGR (Source: www.grandviewresearch.com), while Emergen Research independently sizes the same market at $2.18

billion in 2025 with a lower 13.6 percent CAGR through 2035 (Source: www.emergenresearch.com). eTMF market estimates diverge more widely still:

MarketsandMarkets projects growth from $1.36 billion in 2025 to $2.49 billion by 2030 (Source: www.marketsandmarkets.com), Mordor Intelligence

estimates $1.92 billion in 2025 rising to $3.48 billion by 2030 at a 12.55 percent CAGR (Source: www.mordorintelligence.com), and Precedence

Research puts 2025 revenue at $1.46 billion, forecasting $5.00 billion by 2035 at a 13.10 percent CAGR (Source: www.precedenceresearch.com).

Table 3 below consolidates these figures alongside LIMS market estimates, which show the widest dispersion of the three categories.

BASE YEAR FORECAST YEAR
MARKET  RESEARCH FIRM CAGR
SIZE SIZE
CTMS Grand View Research $2.35B (2025) $7.40B (2033) 15.59% (Source: www.grandviewresearch.com)
CTMS Emergen Research $2.18B (2025) n/a (2035 horizon) 13.6% (Source: www.emergenresearch.com)
~13% (implied) (Source:
eTMF MarketsandMarkets $1.36B (2025) $2.49B (2030)
www.marketsandmarkets.com)
eTMF Mordor Intelligence $1.92B (2025) $3.48B (2030) 12.55% (Source: www.mordorintelligence.com)
eTMF Precedence Research $1.46B (2025) $5.00B (2035) 13.10% (Source: www.precedenceresearch.com)
LIMS Grand View Research $2.08B (2025) $3.48B (2033) 6.60% (Source: www.grandviewresearch.com)
Fortune Business Insights 12.68% (Source:
LIMS $3.29B (2026) $8.55B (2034) . -
(Report A) www.fortunebusinessinsights.com)
Fortune Business Insights 6.02% (Source:
LIMS $1.53B (2026) $2.45B (2034) ) o
(Report B) www.fortunebusinessinsights.com)
LIMS MarketsandMarkets $2.88B (2025) $5.19B (2030) 12.5% (Source: www.marketsandmarkets.com)

Notably, two different Fortune Business Insights report pages, tracked under separate URLS, size the LIMS market at $3.29 billion versus $1.53 billion
for the same 2026 base year, a roughly two-fold discrepancy that most likely reflects differing scope definitions (for example, whether adjacent
laboratory execution system or electronic lab notebook revenue is included) rather than a single error. Buyers citing "the LIMS market size" should
always specify which firm's report and scope definition they mean; this report treats the full $1.5 billion to $3.3 billion range as the honest 2025 to 2026
base-year estimate given available public data.

Behind these market-level figures sits Veeva Systems, the dominant vendor across both CTMS and eTMF. For its fiscal year ended 31 January 2026,
Veeva reported total revenue of $3,195.3 million and subscription revenue of $2,684.2 million, up 17 percent year over year (Source: ir.veeva.com).
The company closed the fiscal year with 1,552 total customers, including 1,196 in its R&D and Quality Solutions segment, the business unit that
houses Vault CTMS and Vault eTMF (Source: ir.veeva.com). This scale gap is analytically useful: Veeva's fiscal 2026 total revenue of $3,195.3 million
alone exceeds Grand View Research's entire estimated 2025 global CTMS market of $2.35 billion (Source: www.grandviewresearch.com). The gap

does not mean CTMS market-sizing is wrong; it means Veeva's reported revenue spans its full Vault suite, including eTMF, quality, regulatory, and
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https://trialtrack.net/blog/ctms-pricing/#:~:text=requires%20validation%20of%20systems%20to%20ensure%20accuracy%2C%20reliability%2C%20and%20consistent%20intended%20performance
https://www.grandviewresearch.com/industry-analysis/clinical-trial-management-system-ctms-market#:~:text=estimated%20at%20USD%202.35%20billion%20in%202025%20and%20is%20projected%20to%20reach%20USD%207.40%20billion
https://www.emergenresearch.com/industry-report/clinical-trial-management-system-market#:~:text=market%20size%20was%20USD%202.18%20Billion%20in%202025%20and%20is%20expected%20to%20register%20a%20revenue%20CAGR%20of%2013.6%25
https://www.marketsandmarkets.com/Market-Reports/electronic-trial-master-file-system-market-94357456.html#:~:text=projected%20to%20reach%20USD%202.49%20billion%20by%202030%2C%20up%20from%20USD%201.36%20billion%20in%202025
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safety applications sold to the same customer base, while research firms typically scope a "CTMS market" narrowly around CTMS-specific
functionality rather than the bundled, cross-application platforms that large sponsors actually purchase and are billed for under a single negotiated
contract.

These software costs sit against a backdrop of extraordinary overall trial expense. The Tufts Center for the Study of Drug Development (CSDD)
estimated the average out-of-pocket cost per approved new drug at $1.395 billion in 2013 dollars (Source: pubmed.ncbi.nlm.nih.gov), with the full

product lifecycle cost, including post-approval research and development, rising to $2.870 billion on average (Source: www.globenewswire.com).

Against figures of that scale, even a fully validated, enterprise-wide CTMS, eTMF, and LIMS stack costing several hundred thousand dollars annually
represents a small fraction of total development spend, though the fraction compounds meaningfully across a sponsor's full trial portfolio.

Adoption survey data also shows discrepancy worth flagging honestly. Veeva's own 2020 Unified Clinical Operations Survey, based on more than 500
respondents, found eTMF used by 78 percent and CTMS by 64 percent of surveyed sponsors and CROs (Source: www.veeva.com), while a separate
Veeva-sponsored release described eTMF usage as having quadrupled since 2014, from 17 percent to 68 percent (Source: www.businesswire.com),

an internal inconsistency that likely reflects different survey cuts but underscores that Veeva-sponsored adoption statistics should be read as vendor
marketing rather than independent measurement. An earlier, non-vendor 2019 TMF Reference Model group survey of 307 respondents found a more
modest 54.5 percent used a combination of paper and eTMF systems rather than a fully electronic file (Source: www.Imkclinicalresearch.com),
illustrating that reported "e TMF adoption" varies substantially by survey sponsor and definition.

Regulatory inspection data offers a harder-edged data point on why system quality, not just cost, matters. The UK's Medicines and Healthcare
products Regulatory Agency (MHRA) conducted 36 GCP inspections in its 2019 to 2020 metrics period (Source: assets.publishing.service.gov.uk),
and found that among commercial sponsor inspections, 57.1 percent had at least one critical finding and 100 percent had at least one major or critical
finding (Source: assets.publishing.service.gov.uk). These figures frame the case studies discussed next, where inadequate trial master file
management became a formal regulatory finding.

Case Studies and Real-World Examples

GSK: A Three-Year, 1,500-Study Veeva Vault CTMS Migration

GSK undertook a multi-year CTMS modernization that migrated over 6 million records from 1,500 active studies onto Veeva Vault CTMS, while
training over 4,500 users (Source: www.veeva.com). The full rollout ultimately covered more than 1,500 active studies, over 4,500 trained users, and
the migration of 18,000 archived studies into the new system (Source: www.veeva.com). Gary Denman, GSK's CTMS business owner, who had
managed the legacy system for nearly two decades, called the shift "a transformational change, and that's a term | don't use lightly" (Source:
www.veeva.com), illustrating both the scale of migration effort and the organizational change management that a global CTMS replacement demands
beyond the software license itself.

Bristol Myers Squibb: Consolidating Two Legacy CTMS Systems Post-Merger

Bristol Myers Squibb launched Veeva Vault CTMS globally in April 2022, replacing two separate legacy platforms inherited from the Celgene and
Bristol Myers Squibb heritage organizations following their merger (Source: www.veeva.com). The single consolidated implementation took under 20
months, a timeline Veeva's leadership called "truly remarkable" given it followed what the company described as "the largest IT integration project in
the history of pharma" (Source: www.veeva.com). This case underscores that post-merger CTMS consolidation is a recurring, budget-significant driver
of new CTMS spend across large pharma, distinct from routine renewal cycles.

AstraZeneca: Layering CTMS onto an Existing eTMF Investment

AstraZeneca adopted Veeva eTMF in 2015 and added Veeva CTMS in 2018 to unify country-level trial tracking that had previously been fragmented
(Source: www.veeva.com). By combining CTMS with Veeva Study Startup across 40 countries, AstraZeneca reported saving 450 hours of local study
team time in a single year (Source: www.veeva.com), plus eliminating 260 working days of monitor effort, demonstrating that CTMS and eTMF
investments made years apart from the same vendor can compound in efficiency once integrated.

Yposkesi: LabWare LIMS at a Gene-Therapy Manufacturing Site

Yposkesi, an SK pharmteco gene-therapy contract development and manufacturing organization (CDMO), went live on LabWare's Enterprise
Laboratory Platform at its Corbeil-Essonnes, France site in April 2022, following a formal vendor selection process (Source: www.labware.com).
Sandrine Fraboulet, Yposkesi's Head of Quality Control, said the deployment improved "control over data integrity, supervision of analytical activities"
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(Source: www.labware.com), a case that illustrates LIMS adoption specifically within advanced-therapy manufacturing, a segment with especially
demanding data-integrity requirements.

Catalyst Clinical Research: Replacing Spreadsheets with Medidata Rave CTMS

Oncology-focused CRO Catalyst Clinical Research replaced a patchwork of homegrown spreadsheets and trackers with Medidata Rave CTMS after
concluding it "no longer could manage clinical trial activities for its clients using its homegrown solution" (Source: www.medidata.com), a common and
lower-cost migration path for mid-size CROs that starts from manual tools rather than a legacy enterprise CTMS.

Celixir: An MHRA Infringement Notice Tied to TMF Failure

This is not a hypothetical example; it is included to illustrate the regulatory downside of inadequate trial master file management. UK cell-therapy
sponsor Celixir received an MHRA Infringement Notice on 17 July 2024 that specifically cited a "Trial Master File (TMF) Failure to comply with Reg
31A(1)-(3) and (5)" among nine critical and three major GCP findings (Source: assets.publishing.service.gov.uk). The underlying inspection identified 9

critical and 3 major findings and concluded that the sponsor's practices risked "seriously jeopardising" trial participants' rights, safety, and wellbeing
(Source: assets.publishing.service.gov.uk). This case demonstrates concretely why regulators treat TMF completeness as a patient-safety issue, not a
paperwork formality, and why eTMF system quality is inseparable from its cost justification.

Gilead and Amgen: LIMS-Adjacent Platforms in Biologics Development

Biopharmaceutical company Gilead adopted Benchling to manage large-molecule bioprocess development data and reported a 63 percent reduction
in time spent on data capture, search, and collection (Source: assets.ctfassets.net), with Gilead's Peter Huang, Executive Director for Pharmaceutical
Development and Manufacturing Information Systems, explaining the company "selected Benchling as a partner because it's built for biology"
(Source: assets.ctfassets.net). Separately, Amgen built a comprehensive biologics LIMS, internally named High Throughput Biologics (HTB), on
Thermo Fisher's Platform for Science, spanning seven Amgen locations plus external collaborator facilities (Source: assets.thermofisher.com), and

CDMO Patheon Pharma Services upgraded its Cork, Ireland site to Thermo Scientific SampleManager LIMS during a change of ownership, later
expanding the deployment globally (Source: www.thermofisher.com), with a site specialist reporting that SampleManager reduced testing backlog and

cycle times even as lab capacity grew (Source: www.thermofisher.com). Together, these three cases show LIMS and LIMS-adjacent platforms

delivering measurable efficiency gains in biologics-heavy organizations, though none of the vendor case studies reviewed disclosed a specific dollar-
denominated implementation cost or contract value, a gap consistent with the pricing opacity documented throughout this report.

Read across, these case studies span the full range of CTMS, eTMF, and LIMS buying scenarios documented in this report: a multi-year global
replatforming (GSK), a forced post-merger consolidation (Bristol Myers Squibb), incremental expansion of an existing vendor relationship
(AstraZeneca), a first-time formal system adoption in advanced-therapy manufacturing (Yposkesi), a small-CRO migration off manual tools (Catalyst
Clinical Research), and the regulatory consequence of getting TMF management wrong (Celixir). None of the vendor-published case studies reviewed
disclosed a specific contract value, reinforcing this report's core finding that CTMS, eTMF, and LIMS buyers must build their own cost models rather
than rely on public benchmarks alone.

Implications and Future Directions

Several forces will reshape CTMS, eTMF, and LIMS total cost of ownership through the remainder of 2026 and beyond. First, the formal adoption of
ICH E6(R3) on 6 January 2025, and its effective date of 23 July 2025 in the European Union (Source: www.ema.europa.eu), means Sponsors running
trials under the revised guideline will need CTMS and eTMF configurations that reflect its updated risk-based, quality-by-design approach to essential
documents, likely generating a wave of reconfiguration and revalidation spend across 2026 and 2027 independent of any vendor switch. Second,
cloud migration continues to reshape LIMS economics specifically: Grand View Research found that "the cloud-based segment led the market with the
largest revenue share of 43.85%" of the global LIMS market in 2025 (Source: www.grandviewresearch.com), consistent with LabVantage's own claim

that cloud hosting can cut total LIMS TCO by up to 32 percent over an on-premise deployment across a typical seven-year system lifespan (Source:

www.labvantage.com).

Third, ownership consolidation in the LIMS market, illustrated by Abbott's 2021 divestiture of STARLIMS to Francisco Partners (Source:
www.businesswire.com) and IDBS's position inside Danaher's life-sciences portfolio (Source: www.idbs.com), signals continued private equity and

strategic-buyer interest in mid-tier informatics vendors. Buyers should factor ownership stability, not just current pricing, into multi-year procurement
decisions, since a change of ownership can alter product roadmaps, support quality, and eventually pricing. Buyers with multi-year TMF retention
obligations under EU law, which mandate at least 25 years of archiving, are especially exposed to this risk, since a vendor acquisition or
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discontinuation years into a retention period can force an unplanned, costly migration. Fourth, the persistent gap between disclosed list prices
(essentially none from the market's largest vendors) and the growing sophistication of third-party pricing-intelligence firms like Vendr suggests
procurement teams increasingly negotiate off aggregated benchmark data rather than a vendor's initial quote, a dynamic likely to continue given
Vendr's estimated $500,000 informal negotiation ceiling for Veeva Systems contracts (Source: www.vendr.com).

Finally, organizations evaluating whether to build CTMS, eTMF, or LIMS capability in-house versus through outside implementation partners should
weigh that the validation, migration, and adoption work documented throughout the case studies above, GSK's multi-year, 1,500-study migration and
Bristol Myers Squibb's sub-20-month post-merger consolidation among them, routinely dwarfs the software subscription itself in both duration and
cost. Advisory firms operating in the Veeva ecosystem, including IntuitionLabs, position their value specifically around this implementation and
optimization layer rather than around software licensing, describing services spanning "digital transformation, Al adoption, and technology
roadmapping” (Source: intuitionlabs.ai) for organizations that have already selected or are already running a CTMS, eTMF, or LIMS platform. As Al-
assisted document classification, monitoring analytics, and validation automation mature over the next several years, the balance of CTMS, eTMF,
and LIMS TCO is likely to shift further away from the raw software license and further toward the configuration, integration, and change-management
work required to make that software deliver its promised efficiency gains.

Frequently Asked Questions (FAQSs)

How much does a CTMS cost in 20262 Enterprise cloud CTMS platforms such as Veeva Vault CTMS are estimated to run $60,000 to $120,000 or
more per year in license cost alone, per third-party estimator ITQlick (Source: www.itglick.com), while mid-market options like Bio-Optronics Clinical
Conductor can start near $25 per user per month, per the same estimator (see the CTMS Pricing section above). First-year total cost of ownership,
including implementation and validation, commonly runs $15,000 to $500,000 depending on deployment tier (Source: www.simpletrials.com).

What does eTMF software typically cost? Pricing is largely quote-based; one of the only public reference points is a $1,200 per study rate paid by
UC Davis's Clinical and Translational Science Center for Florence eTMF (Source: health.ucdavis.edu), while MasterControl's clinical/ TMF suite is
estimated to start near $25,000 per year and scale toward $100,000 per year (Source: openregulatory.com).

How much does LIMS software cost for a life sciences lab? LabWare LIMS is estimated to start around $5,000 per license (Source:
wwuw.itglick.com), while LIMS vendor LabLynx describes small single-lab deployments starting "in the low tens of thousands of dollars per year" and
large customized deployments reaching six figures (Source: www.lablynx.com).

What drives CTMS, eTMF, and LIMS total cost of ownership beyond the license? Computer system validation under GAMP 5, implementation
and data migration, training, and, for on-premise LIMS deployments, infrastructure and system administrator staffing are the largest additional cost
drivers, with computer system validation alone estimated to range from about $5,000 to over $100,000 depending on system complexity (see Table 2
above).

Is Veeva Vault CTMS pricing publicly available? No. Veeva does not publish list prices for Vault CTMS or Vault eTMF; software marketplace listings
show only placeholder figures pointing to a sales quote request (Source: www.softwareadvice.com), and procurement firm Vendr's estimated median

annual contract value across Veeva Systems software is $188,460 (Source: www.vendr.com).

Is STARLIMS still owned by Abbott? No. Abbott divested the STARLIMS informatics product suite to private equity firm Francisco Partners in July
2021 (Source: www.businesswire.com), so it is now an independently owned, privately held company as of 2026.

Does cloud hosting reduce LIMS total cost of ownership? LabVantage's own analysis, discussed in the LIMS Pricing section above, found cloud
hosting can save a laboratory up to 32 percent of TCO over a typical seven-year LIMS lifespan compared with on-premise deployment, though this
figure comes from a cloud-hosting vendor and should be treated as an upper-bound, vendor-favorable estimate rather than an independently verified
industry average.

How does CTMS pricing compare with eTMF and LIMS pricing? All three categories converge on similar unit economics even though they serve
different functions: cloud CTMS and eTMF subscriptions from major vendors both cluster in the tens of thousands to low hundreds of thousands of
dollars per year before implementation and validation costs are added, while LIMS pricing spans a wider range, from LabWare's roughly $5,000 per-
license starting point to enterprise LabVantage or STARLIMS deployments running into six figures annually, reflecting LIMS's broader range of
laboratory scales, from a single quality-control lab to a multi-site global manufacturing network. In every category documented in this report, the
license fee is a starting point rather than a ceiling, and validation, implementation, and staffing costs typically add half or more to first-year spend.
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Conclusion

CTMS, eTMF, and LIMS pricing in 2026 remains stubbornly opaque at the enterprise tier: Veeva, Medidata, Oracle, Thermo Fisher, and most of their
direct competitors publish no list prices, leaving buyers to triangulate cost from third-party pricing trackers, procurement-benchmarking data, and the
rare institutional rate disclosure. What the available evidence does show clearly is that the software subscription is only the starting point of total cost
of ownership. Data migration, staff training, and, for on-premise deployments, dedicated infrastructure and system administration can equal or exceed
the license cost in the first year. Validation effort should be based on the system's intended use, applicable requirements, and documented risk
assessment; FDA Part 11 applies only where its electronic-record scope conditions are met ( EDA Part 11 scope and application guidance. Real

deployments at organizations including GSK, Bristol Myers Squibb, AstraZeneca, Yposkesi, Gilead, and Amgen confirm both the scale of effort these
migrations require and the operational gains they can deliver once complete, while the MHRA's 2024 infringement notice against Celixir is a reminder
that inadequate trial master file management carries direct regulatory and patient-safety consequences, not merely inefficiency.

Buyers building a 2026 or 2027 budget for CTMS, eTMF, or LIMS software should therefore model total cost of ownership, not license price, as the
decision variable: request itemized quotes covering implementation, validation, training, and multi-year hosting or maintenance, and benchmark those
quotes against the third-party estimates and disclosed institutional rates gathered in this report. They should also weigh vendor stability and ownership
structure alongside price, since the STARLIMS divestiture and the wave of eTMF and CTMS consolidation documented throughout this report show
that the vendor signing today's contract may not be the company supporting it years into a multi-year TMF retention obligation. Given the persistent
gap between vendor marketing and independently verifiable pricing, organizations without deep in-house experience negotiating and implementing
Veeva, Oracle, or major LIMS platforms often find that specialist implementation and validation expertise, whether built internally or sourced from an
advisory partner, is what ultimately determines whether a CTMS, eTMF, or LIMS investment delivers the efficiency gains its vendor promised.

Tags: ctms pricing, etmf pricing, lims pricing, clinical trial management system, electronic trial master file, veeva vault ctms, total cost of ownership, life
sciences software, clinical trial software
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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.

Leading Claude & ChatGPT Al Enablement and Training: Help biotech and pharmaceutical teams adopt Claude and ChatGPT through
practical training, governed workflows, use-case development, and implementation designed for regulated environments.

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 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.

© 2026 |ntuitionLabs.ai. All rights reserved.

Page 14 of 14


https://intuitionlabs.ai/?utm_source=pdf
https://intuitionlabs.ai/?utm_source=pdf
https://www.linkedin.com/in/adrienlaurent/
https://intuitionlabs.ai/?utm_source=pdf
https://intuitionlabs.ai/?utm_source=pdf
https://intuitionlabs.ai/articles/ctms-etmf-lims-pricing-guide

