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Executive Summary

No single product is "best" for every GxP laboratory, and public evidence does not support naming one. The
defensible path is requirements first: translate the inspection checks into a user requirements specification
(URS), script the demonstration against those requirements, and score only what a vendor can show. FDA
Compliance Program 7346.832M, issued 04/14/2026 (www.fda.gov), is a prelicense and preapproval
program for biological product manufacturers (www.fda.gov), so it applies directly to that population and serves
as a signal for others. Its calibration checks ask for specific directions, limits for accuracy and precision, a
schedule that details frequency, and CAPA provisions with an evaluation of product-quality impact
(www.fda.gov). ICH Q7 adds that calibration status must be known and verifiable (www.fda.gov).

The first decision is architectural. A general CMMS (computerized maintenance management system) or
eQMS (electronic quality management system) module can schedule calibration events, but one vendor-
authored comparison argues such systems are "not designed specifically for calibration management”
(blog.beamex.com). A dedicated system earns its place when you need as-found and as-left data, tolerance
evaluation and uncertainty on every record. A custom integration is the most expensive route to validate.

Among the four named vendors plus the lightweight baseline, Beamex (CMX and LOGICAL) publishes the
deepest documentation, including a statement that its solutions fulfill 21 CFR Part 11 requirements
(www.beamex.com) and an optional Change Management module for audit trails. GAGEtrak states that Part
11 requires its separate FDA Compliance Manager software (gagetrak.com). IndySoft describes Part 11
support at the marketing level (www.indysoft.com). Fluke MET/TEAM added a "reduced version" of auditing
alongside electronic signatures in release 3.4.0, which Fluke has since followed with a minor 3.4.1 update
(media.fluke.com). GageList publishes plan prices, for example $249 per month on the Pro plan ($2,988 per
year) (gagelist.com). Beamex, GAGEtrak, IndySoft and Fluke publish no prices; Fluke directs buyers to a
representative (www.fluke.com).

Our weighted public-evidence score is a measure of how much documentation each vendor publishes, so it
favours vendors with large public document sets. It places Beamex first at an upper bound of 66.7 (the ceiling
when every requirement is graded as specific documentation), Fluke second at about 45 (between 45.2 and
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https://www.fda.gov/media/191983/download?attachment=#:~:text=Date%20of%20Issuance%3A%2004%2F14%2F2026%20Page%201%20of%2083
https://www.fda.gov/media/191983/download?attachment=#:~:text=Prelicense%20and%20Preapproval%20Inspections%20of%20CDER%2DRegulated
https://www.fda.gov/media/191983/download?attachment=#:~:text=Specific%20directions%20on%20how%20to%20conduct%20the%20equipment%20calibration.
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q7a-good-manufacturing-practice-guidance-active-pharmaceutical-ingredients#:~:text=The%20current%20calibration%20status%20of%20critical%20equipment%20should%20be%20known%20and%20verifiable.
https://blog.beamex.com/cmms-calibration-module-or-dedicated-calibration-software/#:~:text=They%20are%20not%20designed%20specifically%20for%20calibration%20management.
https://www.beamex.com/solutions/calibration-data-integrity/#:~:text=Beamex%20calibration%20solutions%20fulfill%20the%20requirements%20of%20FDA%20regulation%2021CFR%20Part%2011
https://gagetrak.com/features/#:~:text=Compliance%3A%20FDA%2021%20CFR%20Part%2011%20%28Requires%20FDA%20Compliance%20Manager%20software%29
https://www.indysoft.com/life-sciences#:~:text=compliance%20with%2021%20CFR%20Part%2011%2C%20GMP%2C%20GLP%2C%20and%20GCP%20guidelines
https://media.fluke.com/517c23c6-2e09-47a1-af4d-b383013e0db7_original%20file.pdf#:~:text=Added%20a%20reduced%20version%20of%20existing%20Auditing%20functionality%20to%20leverage%20the%20new%20electronic%20signatures%20for%2021
https://gagelist.com/pricing/#:~:text=%28%242988%20per%20year%29
https://www.fluke.com/en-us/product/fluke-software/fluke-calibration-software/met-support-gold-for-metcal-plus#:~:text=For%20pricing%2C%20licensing%2C%20multi%2Dyear%20options%2C%20or%20coverage%20for%20multiple%20software%20licenses
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45.5 across the weight scenarios tested), and the other three at roughly 37 to 42. The Beamex figure is a
ceiling, not a computed score: Table 2 grades Beamex's e-signature cell as a marketing-level claim (score 1,
not 2) and leaves its integration cell ungraded, so its true score on this method is lower and the per-
requirement scores are not published. Treat all figures as indicative of rank order only. The top two positions
held under every plus or minus 20 percent weight change tested when Beamex is taken at its ceiling; positions
three to five swapped. Because the Beamex figure is a ceiling, the first-place rank is unconfirmed until the per-
requirement scores are published. These scores measure how much a buyer can verify before a demo, not
product quality: they reflect the volume and specificity of each vendor's own published documentation, not
independently verified capability, and the ranking is not a recommendation. Vendor pages were retrieved on
2026-10-31, but some underlying documents are older (for example a 2013 Fluke datasheet and a 2019
Beamex brochure), so the retrieval date does not mean every product fact is current. Re-confirm everything in
a scripted demonstration and a supplier audit.

Introduction and Background

Calibration management software (CMS) records which instruments exist, when each is due, what standard
was used, what the as-found and as-left readings were, and who signed. For a GxP laboratory the software is
itself a computerized system that holds GMP records, so it inherits validation, audit trail and access-control
expectations. This report is written for QA/QC directors, metrology owners, validation leads and IT architects in
pharma, biotech and medtech who must choose between a dedicated calibration system, a
LIMS/eQMS/CMMS module, and a custom integration, and then express that choice as a defensible URS and
demo script.

The regulatory anchors are stable. Under 21 CFR 211.160(b)(4), instruments not meeting established
specifications shall not be used (www.ecfr.gov), and the same section requires provisions for remedial action
when accuracy or precision limits are not met (www.ecfr.gov). Section 211.68 requires routine calibration,
inspection or checking under a written program (www.ecfr.gov). For laboratory records, 211.194(d) requires
complete records of periodic calibration (www.ecfr.gov). For medical device quality systems, the eCFR text of
Part 820 retrieved on 2026-10-31 requires a quality management system that complies with ISO 13485
(www.ecfr.gov).

Scope matters, and this report is explicit about it. The 2026 FDA program is a pre-approval inspection tool for
biologics, not a universal GMP checklist; this report uses it as a proxy for other preapproval programs and
does not compare their calibration expectations. Buyers focused on NDA/ANDA products should read the
current CPGM 7346.832 directly rather than rely on the biologics program as a proxy. The EU framework is
different again: Annex 11 requires that the application be validated and the IT infrastructure qualified
(health.ec.europa.eu). Meanwhile ISPE's calibration good practice guide, published in 2010, covers setting up
a calibration management system (ispe.org), which is older than most of the software discussed here.

How to read the evidence:

» Retrieval date: every vendor fact was retrieved on 2026-10-31, and mutable facts should be re-
confirmed before purchase.
« Page dates: where a page states its own date or version, that date is shown in the text.
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https://www.ecfr.gov/current/title-21/chapter-I/subchapter-C/part-211/subpart-I/section-211.160#:~:text=Instruments%2C%20apparatus%2C%20gauges%2C%20and%20recording%20devices%20not%20meeting%20established%20specifications%20shall%20not%20be%20used.
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-C/part-211/subpart-I/section-211.160#:~:text=provisions%20for%20remedial%20action%20in%20the%20event%20accuracy%20and%2For%20precision%20limits%20are%20not%20met.
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-C/part-211/subpart-D/section-211.68#:~:text=it%20shall%20be%20routinely%20calibrated%2C%20inspected%2C%20or%20checked%20according%20to%20a%20written%20program
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-C/part-211/subpart-J/section-211.194#:~:text=Complete%20records%20shall%20be%20maintained%20of%20the%20periodic%20calibration%20of%20laboratory%20instruments
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-820#:~:text=Document%20a%20quality%20management%20system%20that%20complies%20with%20the%20applicable%20requirements%20of%20ISO%2013485
https://health.ec.europa.eu/system/files/2016-11/annex11_01-2011_en_0.pdf#:~:text=The%20application%20should%20be%20validated%3B%20IT%20infrastructure%20should%20be%20qualified.
https://ispe.org/publications/guidance-documents/gamp-good-practice-guide-calibration-management#:~:text=provides%20guidance%20in%20setting%20up%20a%20calibration%20management%20system
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* Not verified: a cell marked "n/v" means not verified on the pages retrieved, which is different from
"absent".

« Vendor claims: vendor statements are labeled as claims, and no independent validation report for any
product was found, so no vendor receives the highest score on any requirement.

Decision Framework: Dedicated System, Module, or Custom
Integration

The decision turns on four questions: how much calibration science your records must carry, how many
systems must exchange data, how much validation effort you can afford, and who will own the system.

When a CMMS or ERP modaule is enough

Enterprise maintenance systems can run calibration work orders. IBM documents Maximo Mobile calibration
work orders in which technicians enter as-found and as-left measurements and validate them against
tolerance limits (www.ibm.com). IBM support material describes an e-signature prompt that asks for a
password and a reason for the change (www.ibm.com). SAP's legacy plant maintenance documentation shows
the other side of the trade: calibration orders require an internal order type to be defined in the system
(help.sap.com). A module is a reasonable fit when calibration is a small share of maintenance work and
instruments are mostly non-critical.

When an eQMS or LIMS module is enough

eQMS vendors increasingly bundle equipment records. MasterControl says calibration functionality is built into
its Asset Excellence suite (www.mastercontrol.com). SimplerQMS states that the system records all changes
to an equipment document automatically (simplergms.com), and Veeva's QuickVault announced equipment
management that automates calibration schedules and approvals (quickvault.veeva.com). Qualio
documentation describes storing equipment specifications and calibration due dates inside the quality system
(docs.qualio.com). The strength is a single audit trail and a single CAPA process. The limit, based on the public
descriptions, is that none of these pages documents per-point tolerance evaluation or uncertainty calculation;
treat that as "n/v" until a demo proves otherwise.

When a dedicated system pays off

A dedicated system is justified when calibrations are frequent, when instruments are calibrated against
documenting calibrators, and when each record needs error calculation. Beamex's bMobile, for example,
automatically performs error calculation and pass/fail analysis (www.beamex.com). Beamex also argues that
CMMS calibration add-ons offer only basic functionality (blog.beamex.com); read this as a vendor position, not
a measured comparison.

When a custom integration is the answer

Custom work is justified only for a narrow gap, such as pushing results into a data warehouse. IndySoft's
documentation notes that scripting access is regulated to IndySoft services staff (docs.indysoft.com), which
shows that "custom” can still mean vendor-dependent. Every custom component adds to validation scope and
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https://www.ibm.com/docs/en/SSLPL8_cd/com.ibm.mam.doc/mobile/c_calibration_overview.html#:~:text=enter%20as%2Dfound%20and%20as%2Dleft%20measurements%20and%20validate%20them%20against%20the%20tolerance%20limits
https://www.ibm.com/support/pages/node/1132905#:~:text=they%20will%20be%20asked%20for%20their%20password%20and%20reason%20for%20the%20change%20being%20made
https://help.sap.com/saphelp_46c/helpdata/en/5b/ae2ebd4b8611d182ba0000e829fbfe/content.htm#:~:text=You%20must%20define%20an%20internal%20order%20type%20for%20calibration%20orders%20in%20your%20system
https://www.mastercontrol.com/manufacturing/calibration-maintenance/calibration-software/#:~:text=Equipment%20calibration%20functionality%20is%20built%20into%20the%20MasterControl%20Asset%20Excellence%20suite
https://simplerqms.com/modules/equipment-management/#:~:text=The%20system%20automatically%20records%20all%20changes%20to%20an%20equipment%20document%20and%20creates%20a
https://quickvault.veeva.com/?p=5265#:~:text=Automate%20calibration%20schedules%2C%20document%20activities%2C%20and%20manage%20approvals%20along%20a%20streamlined%20workflow
https://docs.qualio.com/en/articles/7933599-equipment-management-best-practices-in-qualio#:~:text=Qualio%20is%20a%20great%20central%20location%20to%20store%20details%20like%20equipment%20specifications%2C%20calibration%20due%20dates
https://www.beamex.com/calibrators/bmobile/#:~:text=automatically%20performs%20error%20calculation%20and%20pass%2Ffail%20analysis
https://blog.beamex.com/cmms-calibration-module-or-dedicated-calibration-software/#:~:text=Sure%2C%20there%20can%20be%20an%20add%2Don%20calibration%20module%20with%20basic%20functionality%20for%20calibration%20management
https://docs.indysoft.com/scripting/hm-custom-scripting-overview#:~:text=access%20to%20the%20software%20is%20regulated%20to%20IndySoft%20Services%20Staff
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change control.

Use this decision tree:

» Few critical instruments, existing CMMS or eQMS: start with the module, but write the missing

capabilities into the URS as pass/fail demo tests.

« Many critical instruments, documenting calibrators in use: shortlist dedicated systems and require
integration to the system of record for work orders.

» Multiple sites and a global ERP: prioritize identity, APl and multi-site controls above feature breadth.

« Gap limited to reporting: keep the existing system and build a read-only extract, with the extract logic

under change control.

Inspection-Ready Minimum Controls

The controls below combine the 2026 FDA program, ICH Q7, 21 CFR and EU expectations. The FDA program
says equipment is expected to be calibrated according to written procedures and an established schedule

(www.fda.gov), with the schedule based on criticality (www.fda.gov) and certified or manufacturer-
recommended standards (www.fda.gov). Deviations from calibration standards on critical instruments should

be investigated for influence on product quality (www.fda.gov). ICH Q7 states that instruments that do not meet

calibration criteria should not be used (www.fda.gov) and ties investigation to material made since the last
successful calibration (www.fda.gov).

On the computerized-system side, the program expects controls so that data are reliable, accurate, complete

and secure (www.fda.gov). Inspectors verify that audit trail functions are properly configured (www.fda.gov),
that audit trails for critical data are independently reviewed (www.fda.gov), and that user access controls are

configured (www.fda.gov). Part 11 adds secure, time-stamped audit trails (www.ecfr.gov), signature

manifestations that show meaning (www.ecfr.gov), and signature-to-record linking (www.ecfr.gov).

Table 1 converts these controls into URS statements and scripted demo tests. Each row is a requirement a

vendor should be able to demonstrate live, with evidence exported from the system.

Control (source)

Written directions, limits, frequency
(www.fda.gov)

Status known and verifiable (ICH
Q7) (www.fda.gov)

Failed calibration triggers remedial
action (21 CFR 211.160)
(www.ecfr.gov)

Impact on product since last good
calibration (www.fda.gov)

URS statement (draft)

The system shall store, per instrument, the
procedure, accuracy limit, precision limit and
interval, with version history.

The system shall display current status (in
tolerance, due, overdue, quarantined) to any

authorized user and on a printed label.

A failed result shall open a nonconformance

linked to the record and prevent use until closed.

The system shall list every use, batch or test
linked to the instrument between the last in-
tolerance and the failed calibration.
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Scripted demo test

Create an instrument, set limits, change
the interval, export the change history.

Let an item go overdue; confirm status
changes and the overdue lockout blocks
release in the connected workflow.

Enter an out-of-tolerance as-found;
confirm quarantine, notification and CAPA

link.

Run the retrospective affected-batch
query for a seeded failure; export to CSV.
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https://www.fda.gov/media/191983/download?attachment=#:~:text=are%20expected%20to%20be%20calibrated%20according%20to%20written%20procedures%20and%20an%20established
https://www.fda.gov/media/191983/download?attachment=#:~:text=should%20be%20based%20on%20the%20criticality%20of
https://www.fda.gov/media/191983/download?attachment=#:~:text=certified%20standards%20or%20equipment%20manufacturer%E2%80%99s%20recommended%20standards
https://www.fda.gov/media/191983/download?attachment=#:~:text=standards%20of%20calibration%20involving%20critical%20instruments%20should%20be%20investigated%20to%20determine%20if%20those
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q7a-good-manufacturing-practice-guidance-active-pharmaceutical-ingredients#:~:text=Instruments%20that%20do%20not%20meet%20calibration%20criteria%20should%20not%20be%20used.
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q7a-good-manufacturing-practice-guidance-active-pharmaceutical-ingredients#:~:text=since%20the%20last%20successful%20calibration
https://www.fda.gov/media/191983/download?attachment=#:~:text=controls%20to%20ensure%20that%20data%20generated%20by%20these%20systems%20are%20reliable%2C%20accurate%2C%20complete%2C%20and%20secure.
https://www.fda.gov/media/191983/download?attachment=#:~:text=Verify%20that%20audit%20trail%20functionalities%20for%20computerized%20systems%20are%20properly%20configured%2C
https://www.fda.gov/media/191983/download?attachment=#:~:text=enabled%2C%20and%20locked%20and%20that%20audit%20trails%20for%20critical%20data%20are%20independently%20reviewed%20during
https://www.fda.gov/media/191983/download?attachment=#:~:text=Verify%20that%20user%20access%20controls%20to%20computerized%20systems%20are%20appropriately%20configured%20and
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-11#:~:text=Use%20of%20secure%2C%20computer%2Dgenerated%2C%20time%2Dstamped%20audit%20trails%20to%20independently%20record%20the%20date%20and%20time
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-11#:~:text=The%20meaning%20%28such%20as%20review%2C%20approval%2C%20responsibility%2C%20or%20authorship%29%20associated%20with%20the%20signature.
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-11#:~:text=Electronic%20signatures%20and%20handwritten%20signatures%20executed%20to%20electronic%20records%20shall%20be%20linked
https://www.fda.gov/media/191983/download?attachment=#:~:text=Specific%20directions%20on%20how%20to%20conduct%20the%20equipment%20calibration.
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q7a-good-manufacturing-practice-guidance-active-pharmaceutical-ingredients#:~:text=The%20current%20calibration%20status%20of%20critical%20equipment%20should%20be%20known%20and%20verifiable.
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-C/part-211/subpart-I/section-211.160#:~:text=provisions%20for%20remedial%20action%20in%20the%20event%20accuracy%20and%2For%20precision%20limits%20are%20not%20met.
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q7a-good-manufacturing-practice-guidance-active-pharmaceutical-ingredients#:~:text=since%20the%20last%20successful%20calibration
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Control (source)

Audit trail (21 CFR Part 11)
(www.ecfr.gov)

Audit trail review (PIC/S)

(picscheme.org)

Electronic signatures (21 CFR
11.50 and 11.70) (www.ecfr.gov)

Traceability to standards (NIST)
(www.nist.gov)

Access control (FDA program)
(www.fda.gov)

URS statement (draft)

Create, modify and delete actions shall be
recorded with user, time, old and new value and
reason; the trail cannot be disabled by users.

The system shall provide filterable audit trail
reports for routine review.

Signatures shall show printed name, date, time
and meaning and be bound to the record.

Each result shall reference the reference
standards used, with their own calibration due
dates and certificates.

Roles shall separate administrators from record
authors.

Scripted demo test

Edit a tolerance; export the audit trail;
attempt to disable it as an administrator.

Filter by user, date and instrument; export
as PDF.

Sign a calibration; alter the record,
confirm the signature is invalidated or the
change is blocked.

Attempt to use an expired reference

standard; confirm the block.

Create roles; confirm an administrator
cannot sign as a technician.

Table 1 is a starting URS, not a template to paste. Weight each row by instrument criticality, and keep the

demo evidence (exports, screenshots, logs) because FDA recommends using digital records generated by the
software, such as logs and audit trails, as assurance evidence (www.fda.gov).

Three risk-based principles keep the URS proportionate:

« Review frequency follows risk: FDA's data integrity guidance sets audit trail review frequency by a
risk assessment of data criticality and control mechanisms (www.fda.gov).

» Review is routine: the same guidance describes audit trail review as similar to assessing cross-outs on

paper (www.fda.gov), and the ALCOA acronym (attributable, legible, contemporaneously recorded,

original or a true copy, and accurate) appears there too (www.fda.gov).
« Verify at validation: PIC/S adds that audit trail functionality should be verified during validation of the

system (picscheme.org).

The regulatory timeline is moving. FDA's computer software assurance (CSA) guidance was reissued on
February 3, 2026 (www.fda.gov) and supersedes the September 2025 edition (www.fda.gov). It was written for

software used in medical device production or quality systems (www.fda.gov), so drug-GMP teams should

treat it as a method reference for risk-based assurance. The EU draft Annex 11 revision closed consultation on
7 October 2025 (health.ec.europa.eu); it proposes that audit trail functionality be enabled and locked at all

times (health.ec.europa.eu) and states that the regulated user retains accountability for qualification activities

even when a vendor performs them (health.ec.europa.eu). We did not locate a final adopted text as of 2026-

10-31.

Vendor Evidence Review

All statements in this section were retrieved on 2026-10-31 from the vendors' own pages and are vendor

claims unless stated otherwise. Prices are not published unless noted.
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https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-11#:~:text=Use%20of%20secure%2C%20computer%2Dgenerated%2C%20time%2Dstamped%20audit%20trails%20to%20independently%20record%20the%20date%20and%20time
https://picscheme.org/docview/4234#:~:text=The%20review%20of%20audit%20trails%20should%20be%20part%20of%20the%20routine%20data%20review%20within%20the
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-11#:~:text=The%20meaning%20%28such%20as%20review%2C%20approval%2C%20responsibility%2C%20or%20authorship%29%20associated%20with%20the%20signature.
https://www.nist.gov/calibrations/traceability#:~:text=requires%20the%20establishment%20of%20an%20unbroken%20chain%20of%20calibrations%20to%20specified%20reference%20standards
https://www.fda.gov/media/191983/download?attachment=#:~:text=Verify%20that%20user%20access%20controls%20to%20computerized%20systems%20are%20appropriately%20configured%20and
https://www.fda.gov/media/188844/download#:~:text=system%20logs%2C%20audit%20trails%2C%20and%20other%20data%20generated%20and%20maintained%20by%20the%20software
https://www.fda.gov/media/119267/download#:~:text=The%20risk%20assessment%20should%20include%20evaluation%20of%20data%20criticality%2C%20control%20mechanisms%2C%20and
https://www.fda.gov/media/119267/download#:~:text=Audit%20trail%20review%20is%20similar%20to%20assessing%20cross%2Douts%20on%20paper%20when%20reviewing%20data.
https://www.fda.gov/media/119267/download#:~:text=contemporaneously%20recorded%2C%20original%20or%20a%20true%20copy%2C%20and%20accurate%20%28ALCOA%29
https://picscheme.org/docview/4234#:~:text=Audit%20trail%20functionality%20should%20be%20verified%20during%20validation%20of%20the%20system%20to
https://www.fda.gov/media/188844/download#:~:text=issued%20on%20February%203%2C%202026.
https://www.fda.gov/media/188844/download#:~:text=This%20document%20supersedes%20%E2%80%9CComputer%20Software%20Assurance%20for%20Production
https://www.fda.gov/media/188844/download#:~:text=computers%20and%20automated%20data%20processing%20systems%20used%20as%20part%20of%20medical%20device%20production%20or
https://health.ec.europa.eu/consultations/stakeholders-consultation-eudralex-volume-4-good-manufacturing-practice-guidelines-chapter-4-annex_en#:~:text=7%20October%202025%2C%2023%3A59%20%28CEST%29
https://health.ec.europa.eu/document/download/40231f18-e564-4043-94de-c031f813d38b_en?filename=mp_vol4_chap4_annex11_consultation_guideline_en.pdf#:~:text=Audit%20trail%20functionality%20should%20be%20enabled%20and%20locked%20at%20all%20times
https://health.ec.europa.eu/document/download/40231f18-e564-4043-94de-c031f813d38b_en?filename=mp_vol4_chap4_annex11_consultation_guideline_en.pdf#:~:text=The%20regulated%20user%20remains%20fully%20responsible%20for%20these%20activities%20based%20on%20the%20risk%20they

IntuitionLabs

GAGEtrak (CyberMetrics)

Capabilities. GAGEtrak is sold with perpetual or subscription licensing and concurrent or node-locked seats
(gagetrak.com). The Pro edition extends Lite with MSA (measurement system analysis) and crib management
(gagetrak.com), and Pro produces calibration certificates and bar-coded labels (gagetrak.com). The platform is
a Windows client with SQL Server 2016 and later (gagetrak.com) and supports cloud-hosted databases such
as Azure SQL (gagetrak.com), but the vendor describes version 8 as a client/server application
(gagetrak.com). The vendor's updates page lists version 8.8.6 (gagetrak.com).

GxP controls. The features page states that Part 11 compliance requires the separate FDA Compliance
Manager software (gagetrak.com). That add-on is described as providing audit trails, login timeouts, and
electronic signatures and approvals (gagetrak.com). In the Part 11 version the audit trail is enabled
automatically and preserved indefinitely (gagetrak.com), and a signed record cannot be modified unless the
original signer unsigns it (gagetrak.com). The vendor also offers onsite validation services (gagetrak.com).

Limits and unverified cells. AREST API is delivered through an optional Web API Server add-on
(gagetrak.com). Technical support requires an active maintenance agreement (gagetrak.com). We did not find,
on the pages retrieved, as-found/as-left wording, an out-of-tolerance impact workflow, SSO details, or a mobile
product; these are "n/v".

IndySoft

Capabilities. IndySoft offers on-premise (pay upfront and own outright) or monthly or annual plans on its
hosted cloud (www.indysoft.com), although another page describes on-premises licenses as a subscription
(www.indysoft.com); the public material is inconsistent on this point. Licensing is concurrent
(docs.indysoft.com). The vendor lists barcoding and calibration sticker printing (www.indysoft.com) and real-
time uncertainty calculation in its commercial lab edition (www.indysoft.com). Version 14 added an interval
analysis module (docs.indysoft.com) and a rule that blocks users from procedures they are not trained on
(docs.indysoft.com).

GxP controls. The Life Sciences page says the software supports compliance with 21 CFR Part 11, GMP,
GLP and GCP guidelines (www.indysoft.com), and keeps a complete audit trail (www.indysoft.com).
Documentation is more specific on mechanics: digital signatures can be applied through a .PFX certificate
(docs.indysoft.com), and workflow can require a named individual to sign off an event (docs.indysoft.com). The
release notes show as-left fields with pass/fail checks (docs.indysoft.com).

Integration. The Ultra API is a multi-tenant REST and GraphQL interface covering about 850 database entities
(docs.indysoft.com). An optional import tool brings Fluke MetCal data into IndySoft (docs.indysoft.com). SSO is
managed at the vendor's licensing portal (docs.indysoft.com).

Limits and unverified cells. The documented change log we found covers company records
(docs.indysoft.com), and on the public pages we retrieved we did not find a documented audit trail for
calibration records, a validation package, or a formal out-of-tolerance impact workflow; this does not show that
none exists. IndySoft is invited to supply documentation so these cells can be corrected. Failed calibrations
trigger notifications (www.indysoft.com). A community listing shows a starting price of $199 per feature per
month (www.softwareadvice.com), which the vendor does not confirm.
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https://gagetrak.com/#:~:text=We%20offer%20both%20perpetual%20and%20subscription%20licensing%20options%20with%20concurrent%20or%20node%2Dlocked%20seats.
https://gagetrak.com/software/#:~:text=or%20opt%20for%20extended%20capabilities%20with%20GAGEtrak%20Pro%20including%20MSA%20and%20crib%20management
https://gagetrak.com/software/gagetrak-pro/#:~:text=produce%20calibration%20certificates%20and%20bar%2Dcoded%20labels
https://gagetrak.com/system-requirements/#:~:text=Microsoft%20SQL%20Server%20versions%202016%20and%20up%20%2864%20Bit%20recommended%29
https://gagetrak.com/system-requirements/#:~:text=Azure%20SQL%20and%20PostgreSQL%20%28Database%2C%20Managed%20Instance%20or%20Azure%20VMs%29
https://gagetrak.com/gagetrak8-a-modern-solution-to-the-technical-limits-of-gagetrak7/#:~:text=While%20GAGEtrak%208%20remains%20a%20client%2Fserver%20application
https://gagetrak.com/software-updates/#:~:text=Version%208.8.6%20Updates%20and%20Enhancements
https://gagetrak.com/features/#:~:text=Compliance%3A%20FDA%2021%20CFR%20Part%2011%20%28Requires%20FDA%20Compliance%20Manager%20software%29
https://gagetrak.com/product-options/#:~:text=comprehensive%20audit%20trails%2C%20login%20timeouts%20and%20electronic%20signatures%20and%20approvals.
https://gagetrak.com/standards-compliance/#:~:text=automatically%20enables%20and%20indefinitely%20preserves%20the%20Audit%20Trail
https://gagetrak.com/standards-compliance/#:~:text=Once%20a%20record%20is%20signed%2C%20it%20cannot%20be%20modified%20unless%20the%20original%20signer%20unsigns%20it.
https://gagetrak.com/standards-compliance/#:~:text=information%20about%20the%20GAGEtrak%20FDA%20Compliance%20Manager%20and%20our%20onsite%20validation%20services.
https://gagetrak.com/product-options/#:~:text=Using%20a%20RESTful%20API%2C%20it%20enables%20GAGEtrak%20Pro%20or%20Lite%20to%20securely%20exchange%20critical%20data
https://gagetrak.com/support/#:~:text=To%20receive%20technical%20support%2C%20you%20must%20have%20an%20active
https://www.indysoft.com/life-sciences#:~:text=Pay%20upfront%20and%20own%20outright%20or%20choose%20a%20monthly%20or%20annual%20plan
https://www.indysoft.com/solutions/clients#:~:text=available%20for%20an%20affordable%20monthly%20or%20annual%20subscription
https://docs.indysoft.com/indysoft-eam/hm-introduction#:~:text=All%20core%20client%20product%20licensing%20is%20concurrent%2C%20managing%20the%20number%20of%20simultaneous%20users.
https://www.indysoft.com/manufacturing#:~:text=Integrated%201D%2F2D%20barcoding%20and%20calibration%20sticker%20printing
https://www.indysoft.com/commercial-labs#:~:text=Calculate%20uncertainty%20in%20real%20time%20as%20calibration%20data%20is%20collected.
https://docs.indysoft.com/indysoft-eam/what-s-new-in-14#:~:text=Analyze%20event%20historical%20data%20and%20perform%20studies%20to%20determine%20the%20best%20scheduling%20interval
https://docs.indysoft.com/indysoft-eam/what-s-new-in-14#:~:text=Event%20system%20can%20block%20a%20user%20from%20using%20a%20particular%20procedure
https://www.indysoft.com/life-sciences#:~:text=compliance%20with%2021%20CFR%20Part%2011%2C%20GMP%2C%20GLP%2C%20and%20GCP%20guidelines
https://www.indysoft.com/life-sciences#:~:text=to%20preserve%20a%20complete%20audit%20trail.
https://docs.indysoft.com/indysoft-eam/hm-profile-manager-adding-remov/#:~:text=digital%20signature%20to%20be%20applied%20to%20the%20IndySoft%20user%20via%20a%20.PFX%20certificate%20file
https://docs.indysoft.com/indysoft-eam/hm-workflow-configuration-e2/#:~:text=require%20a%20particular%20individual%20to%20sign%20off%20on%20an%20event
https://docs.indysoft.com/indysoft-eam/changelog/14-2-10/#:~:text=detects%20when%20hidden%20%22As%20Left%22%20fields%20contain%20unintended%20zero%20values
https://docs.indysoft.com/ultra-api/introduction#:~:text=multi%2Dtenant%20REST%20and%20GraphQL%20API%20that%20provides%20access%20to%20approximately%20850%20database%20entities
https://docs.indysoft.com/indysoft-eam/hm-introduction#:~:text=Provides%20import%20tools%20for%20integrating%20Fluke%20MetCal%20calibration%20data%20into%20IndySoft.
https://docs.indysoft.com/#:~:text=Manage%20users%2C%20environments%2C%20API%20keys%2C%20and%20SSO%20at%20admin.indysoft.com.
https://docs.indysoft.com/indysoft-eam/changelog/15-0-1/#:~:text=A%20new%20Company%20Change%20Log%20tab%20on%20add%2Fedit%20company%20shows%20the%20recorded%20changes
https://www.indysoft.com/life-sciences#:~:text=trigger%20notifications%20for%20equipment%20that%20fails%20calibration%20work
https://www.softwareadvice.com/cmms/calibration-management-profile/#:~:text=Starting%20at%20%24199.00%20per%20feature%20per%20month

IntuitionLabs

Beamex CMX and LOGICAL

Capabilities. Beamex offers two products, LOGICAL and CMX (www.beamex.com). CMX can be delivered on-
premises or in a cloud-based installation (www.beamex.com), and Enterprise includes all main and advanced
features as standard (www.beamex.com). LOGICAL is SaaS hosted by Beamex in Microsoft Azure with
minimal customer IT (www.beamex.com), subscription-based and scaling with usage (www.beamex.com).
CMX calculates combined expanded uncertainty for each calibration point (www.beamex.com), and its
calculation manual states that a point with abnormal status is always interpreted as failed (www.beamex.com).

GxP controls. Beamex states that CMX fulfills Part 11 requirements (www.beamex.com) and that its data
integrity approach conforms with ALCOA (www.beamex.com). Audit trails come from the optional Change
Management module (www.beamex.com), and a 2019 brochure lists change management with audit trail and
electronic signature as a feature row that varies by edition (www.beamex.com). We did not find a Part 11 claim
for LOGICAL itself. Validation is offered as a service: Beamex describes creating a validation plan and
performing the validation (www.beamex.com), framed around 1Q, OQ and PQ (www.beamex.com). Customers
may audit Beamex remotely, by post or on site (www.beamex.com).

Impact and integration. The CMX Analytics Dashboard reports the percentage of calibrations failed or
performed after the due date (www.beamex.com) and includes calibrator reverse traceability
(www.beamex.com), which is the building block for retrospective impact queries. Business Bridge is a
commercial configurable off-the-shelf connector to maintenance systems (www.beamex.com); the
maintenance system receives an acknowledgement and summary to close the work order (www.beamex.com).
CMMS integration for LOGICAL is marked "on the roadmap" (www.beamex.com). CMX added SSO using
Microsoft Entra ID in 2.16 (www.beamex.com).

Limits and unverified cells. CMX is license-based with a software service agreement of fixed one- or three-
year terms (www.beamex.com), and main version upgrades are purchased separately
(resources.beamex.com). Business Bridge and the dashboard are separate items. No edition-by-feature matrix
is current; the only one we found is from 2019.

Fluke MET/CAL and METITEAM

Capalbilities. Fluke separates automation from asset management. MET/CAL provides a procedure editor and
runtime for automated calibration (www.fluke.com), while MET/TEAM is browser-based and integrated with
MET/CAL (www.fluke.com). A 2013 datasheet states the two use the same SQL database (media.fluke.com).
Fluke states support for ISO 9000, ISO/IEC 17025 and ANSI Z540.3 quality standards (www.fluke.com), and
an older datasheet says MET/CAL supports minimum test uncertainty ratios (media.fluke.com). MET/TEAM
includes a recall escalation process that notifies up to three levels of contacts (www.fluke.com); here, recall
means calling instruments back for calibration.

GxP controls. A 2013 datasheet (a legacy document that may not reflect current products) claims audit trail
support as required by 21 CFR Part 11 (media.fluke.com). In MET/TEAM release 3.4.0 (since followed by the
minor 3.4.1 update), Fluke added electronic signatures on work orders (media.fluke.com) and a reduced
version of existing auditing to leverage them (media.fluke.com). The release notes also show a Data Condition
setting that begins as found (media.fluke.com). The 2013 datasheet and the 3.4.0 release notes overlap on
audit trail and electronic signatures; the 3.4.0 notes describe a specific product release that Fluke has since
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https://www.beamex.com/calibration-software/#:~:text=We%20offer%20two%20calibration%20management%20software%20solutions%2C%20LOGiCAL%20and%20CMX.
https://www.beamex.com/calibration-software/cmx/#:~:text=It%20can%20be%20delivered%20as%20an%20on%2Dpremises%20or%20cloud%2Dbased%20installation.
https://www.beamex.com/calibration-software/cmx/#:~:text=It%20includes%20all%20CMX%20main%20and%20advanced%20features%20as%20standard
https://www.beamex.com/solutions/governing-calibration-software/#:~:text=SaaS%20hosted%20by%20Beamex%20in%20Microsoft%20Azure%2C%20minimal%20IT%20infrastructure%20required
https://www.beamex.com/solutions/governing-calibration-software/#:~:text=Subscription%2Dbased%2C%20scales%20based%20on%20usage
https://www.beamex.com/calibration-software/cmx/#:~:text=CMX%20calculates%20the%20combined%20expanded%20uncertainty%20for%20each%20calibration%20point
https://www.beamex.com/app/uploads/2025/08/cmx-calculationseng.pdf#:~:text=A%20point%20with%20abnormal%20status%20will%20always%20be%20interpreted%20as%20FAILED.
https://www.beamex.com/calibration-software/cmx/#:~:text=CMX%20fulfills%20the%20requirements%20of%2021%20CFR%20Part%2011%20and%20other%20relevant%20regulations
https://www.beamex.com/solutions/calibration-data-integrity/#:~:text=conforming%20with%20the%20commonly%20pharmaceutical%20regulatory%20framework%20of%20ALCOA
https://www.beamex.com/solutions/governing-calibration-software/#:~:text=Optional%20Change%20Management%20provides%20full%20audit%20trails
https://www.beamex.com/app/uploads/2019/10/Beamex-CMX-brochure-ENG.pdf#:~:text=Change%20management%20with%20audit%20trail%20and%20electronic%20signature
https://www.beamex.com/services/expert-services/#:~:text=We%20can%20support%20you%20by%20creating%20a%20detailed%20and%20accurate%20validation%20plan%20and%20by%20performing%20the%20validation%20reliably.
https://www.beamex.com/services/expert-services/#:~:text=installed%20correctly%20%28IQ%29%2C%20functions%20as%20intended%20%28OQ%29%2C%20and%20meets%20your%20needs%20%28PQ%29
https://www.beamex.com/solutions/governing-calibration-software/#:~:text=Customers%20may%20perform
https://www.beamex.com/calibration-software/cmx/analytics-dashboard/#:~:text=percentage%20of%20calibrations%20failed%20or%20performed%20after%20the%20due%20date
https://www.beamex.com/calibration-software/cmx/analytics-dashboard/#:~:text=calibrator%20reverse%20traceability
https://www.beamex.com/calibration-software/cmx/business-bridge/#:~:text=Beamex%20Business%20Bridge%20is%20a%20commercial%20configurable%20off%2Dthe%2Dshelf%20solution
https://www.beamex.com/calibration-software/cmx/business-bridge/#:~:text=an%20acknowledgement%20and%20summary%20are%20sent%20back%20to%20your%20maintenance%20management%20system%20to%20close%20the%20work%20order
https://www.beamex.com/solutions/governing-calibration-software/#:~:text=On%20the%20roadmap
https://www.beamex.com/calibration-software/cmx/#:~:text=Single%20Sign%2DOn%20%28SSO%29%20support%20using%20Microsoft%20Entra%20ID%20authentication
https://www.beamex.com/app/uploads/2025/03/beamex-cmx-software-service-agreement-eng.pdf#:~:text=We%20offer%20fixed%2Dterm%20SSAs%20for%20one%20or%20three%20years%20for%20our%20CMX%20Enterprise%2C
https://resources.beamex.com/cmx-download-page#:~:text=Main%20version%20upgrades%20can%20be%20purchased%20separately%20from%20Beamex.
https://www.fluke.com/en-us/product/fluke-software/fluke-calibration-software#:~:text=Procedure%20Editor%20and%20Runtime%20for%20automated%20calibration
https://www.fluke.com/en-us/product/fluke-software/fluke-calibration-software/met-team-asset-management-software#:~:text=Browser%2Dbased%2C%20secure%20access%2C%20integrated%20with%20MET%2FCAL%20software.
https://media.fluke.com/837c2a61-0fa1-4bb9-8b3a-b2e60103bf68_original%20file.pdf#:~:text=use%20the%20same%20SQL%20database
https://www.fluke.com/en-us/product/fluke-software/fluke-calibration-software#:~:text=Compliance%20with%20quality%20standards%20like%20ISO%209000%2C%20ISO%2FIEC%2017025%2C%20ANSI%20Z540.3
https://media.fluke.com/19359123-18ec-4a8f-a2b1-b2e60104dd03_original%20file.pdf#:~:text=minimum%20test%20uncertainty%20ratios%20%28TURs%29%20to%20ensure
https://www.fluke.com/en-us/product/fluke-software/fluke-calibration-software/met-team-asset-management-software#:~:text=A%20recall%20escalation%20process%20lets%20you%20notify%20up%20to%20three%20levels%20of%20contacts
https://media.fluke.com/837c2a61-0fa1-4bb9-8b3a-b2e60103bf68_original%20file.pdf#:~:text=audit%20trail%20as%20required%20by%2021CFR%20Part%2011.
https://media.fluke.com/517c23c6-2e09-47a1-af4d-b383013e0db7_original%20file.pdf#:~:text=Added%20capability%20for%20electronic%20signatures%20on%20Work%20Orders
https://media.fluke.com/517c23c6-2e09-47a1-af4d-b383013e0db7_original%20file.pdf#:~:text=Added%20a%20reduced%20version%20of%20existing%20Auditing%20functionality%20to%20leverage%20the%20new%20electronic%20signatures%20for%2021
https://media.fluke.com/5789864f-32a3-4133-8a69-b2e7003124dc_original%20file.pdf#:~:text=Data%20Condition%20is%20initially%20set
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followed with 3.4.1, so ask for the 3.4.1 readme and confirm in a demo the scope of reduced auditing and e-
signatures on work orders, which the public notes do not describe in detail. We did not find a validation
package on the public pages retrieved, which does not show that none exists.

Integration and hosting. The MET/TEAM API requires additional licensing (media.fluke.com), and
MET/CONNECT exchanges data by flat files or a RESTful APl (www.fluke.com) with pre-built adapters
(www.fluke.com). The MET/TEAM 3.4.0 download (with MET/CAL 11.2.0) states that it does not include
MET/CONNECT software, and the MET/TEAM 3.4.1 download (with MET/CAL 11.3.1) gives the same
statement (www.fluke.com), so architects should confirm which MET/CAL and MET/CONNECT versions pair
before buying. The software is for internal networks and is not meant for exposure to the public internet
(media.fluke.com), and customers install SQL Server themselves (www.fluke.com). Pricing requires a
representative (www.fluke.com).

GagelL.ist (lightweight baseline)

Gagelist is a cloud product with a free plan (www.gagelist.com) that supports up to five users (gagelist.com).
Plan prices are published: Core is $79 per month billed annually ($948 per year) (gagelist.com) and Pro is
$249 ($2,988 per year) (gagelist.com). Digital signatures and a validation kit are plan-gated (gagelist.com).
The vendor states that its digital signatures feature makes GagelList compliant with 21 CFR Part 11
(gagelist.com), but its audit trail wording is softer: audit trails "can help demonstrate compliance"
(gagelist.com). Validation documents are available on request (gagelist.com), and the kit lists internal
validation test results (gagelist.com). It offers a GUM-based uncertainty calculator (gagelist.com), SSO through
the customer's identity provider (gagelist.com), and a public REST API and Zapier (gagelist.com). As-found/as-
left handling and out-of-tolerance impact workflows are "n/v". It is a plausible fit for a small, lower-risk fleet, but
a GxP team should treat the vendor's compliance statements as claims until audited.

Feature Comparison and Weighted Selection Matrix

Table 2 summarizes the evidence by requirement. "V" means documented with specifics on a vendor page or
release notes; "C" means a marketing-level vendor claim; "n/v* means not verified on the pages retrieved. Add-
on status is shown where the vendor states it. All entries were retrieved 2026-10-31.

Requirement GAGEtrak IndySoft Beamex CMX /LOGICAL Fluke METICAL + Gagelist
MET/ITEAM
Deployment V: Windows client/server;  V:on-premise = V: CMX on-premises or V: internal network, | V: cloud
cloud-hosted database or hosted cloud; LOGICAL vendor- customer SQL SaasS with
supported cloud hosted SaaS Server free plan
Audit trail C/V: Part 11 version, add- = C: marketing V: CMX optional Change C: reduced auditing = C: soft
on claim Management in 3.4.0 wording
E-signature V: add-on provides V: PFX C: CMX Part 11 claim V: work-order C: plan-
signatures signature, signatures gated

sign-off events
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https://media.fluke.com/80ff7a42-c626-4b6d-82cf-b308016116cd_original%20file.pdf#:~:text=MET%2FTEAM%20API%20to%20interface%20with%20third%2Dparty%20CMMS%20software.
https://www.fluke.com/en-us/product/fluke-software/fluke-calibration-software/met-connect-calibration-integration-software#:~:text=through%20flat%20files%20%28CSV%20and%20PDF%29%20or%20RESTful%20API.
https://www.fluke.com/en-us/product/fluke-software/fluke-calibration-software/met-connect-calibration-integration-software#:~:text=have%20pre%2Dbuilt%20adapters%20that%20ensure%20the%20success%20of%20MET%2FCONNECT
https://www.fluke.com/en-us/support/software-downloads/met-team-software-with-met-cal
https://media.fluke.com/80ff7a42-c626-4b6d-82cf-b308016116cd_original%20file.pdf#:~:text=public%20internet%20or%20any%20publicly%20available%20network.
https://www.fluke.com/en-us/support/software-downloads/met-cal-9-system-requirements#:~:text=MET%2FTEAM%20does%20not%20include%20an%20installer%20for%20SQL%20Server.
https://www.fluke.com/en-us/product/fluke-software/fluke-calibration-software/met-support-gold-for-metcal-plus#:~:text=For%20pricing%2C%20licensing%2C%20multi%2Dyear%20options%2C%20or%20coverage%20for%20multiple%20software%20licenses
https://www.gagelist.com/#:~:text=Web%2DBased%20and%20Mobile%20Gage%20Management%3B%20Free%20Plan%20Available
https://gagelist.com/unlimited-users/#:~:text=The%20Free%20plan%20supports%20up%20to%205%20users.
https://gagelist.com/pricing/#:~:text=%28%24948%20per%20year%29
https://gagelist.com/pricing/#:~:text=%28%242988%20per%20year%29
https://gagelist.com/pricing/#:~:text=Digital%20Signatures%20%28FDA%2FBIO%29
https://gagelist.com/compliance/21-cfr-parts-11-and-820/#:~:text=digital%20signatures%20feature%20makes%20GageList%20compliant%20with%20FDA%2021%20CFR%20Part%2011
https://gagelist.com/compliance/21-cfr-parts-11-and-820/#:~:text=GageList%20maintains%20audit%20trails%2C%20which%20can%20help%20demonstrate%20compliance
https://gagelist.com/compliance/21-cfr-parts-11-and-820/#:~:text=GageList%20provides%20validation%20documents%20on%20request%20to%20support%20customer%20validation%20activities
https://gagelist.com/gagelist-software-validation/#:~:text=Up%2Dto%2Ddate%20Internal%20Validation%20Test%20Results
https://gagelist.com/features/uncertainty-budget-calculator/#:~:text=single%20cloud%20calculator%20based%20on%20the%20GUM%20method
https://gagelist.com/integrations/#:~:text=Let%20users%20reach%20GageList%20through%20your%20identity%20provider
https://gagelist.com/integrations/#:~:text=through%20a%20public%20REST%20API%20and%20Zapier
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Requirement

Validation
support

As-found / as-left

Uncertainty

Out-of-tolerance
impact
API / integration

SSO

Price

GAGEtrak

C: onsite services
(gagetrak.com)

n/v

C: blog describes budget
(gagetrak.com)

n/v

Add-on REST API

C: optional identity

provider (gagetrak.com)

Not published

IndySoft

niv

V: As Left
fields

C: real-time
calculation

C: failure
notifications

V: REST and
GraphQL

C: licensing
portal

Not published,;
listing $199

Beamex CMX /| LOGICAL

V: validation plan service

V: certificate data
(blog.beamex.com)

V: per point, CMX

V: reverse traceability

Business Bridge, separate

V: Entra ID

Models only

Fluke MET/CAL +
METITEAM

n/v

V: Data Condition

V: TUR and format
settings
(media.fluke.com)
n/v

API needs extra

licences

n/v

Quote

GagelList

V: kit
contents
listed

n/v

V: GUM
calculator

n/v

REST AP,

plan-gated

V: identity
provider

Published

The matrix shows why feature checklists mislead. Every vendor claims "compliance support", yet only some

publish the mechanics that an auditor will ask about, such as how an administrator is prevented from disabling

an audit trail. The out-of-tolerance impact row is the weakest across the field: only Beamex documents reverse

traceability, and even there the retrospective affected-batch query depends on integration with the system that
holds batch usage.

Architecture, URS and Scripted Demo Tests

System-of-record boundaries

A workable architecture has four layers: instruments and calibrators at the bottom, the calibration system as

the system of record for calibration data, the LIMS/eQMS/ERP as the system of record for batches, deviations

and CAPA, and a data warehouse for analytics. Beamex's work-order automation page states the pattern: the

plant hierarchy and instruments are created and maintained in the parent system (www.beamex.com), while
calibration records stay in the calibration software. Decide in the URS which system owns each object, and

test the handoffs.

« Instrument master: one owner; the other systems hold references.
« Calibration results and standards: the calibration system.

« Deviation and CAPA: the eQMS. Beamex's own blog notes that regulated companies often use a

separate deviation management system for out-of-tolerance cases (blog.beamex.com).
- Batch usage and genealogy: the LIMS, MES or ERP; the calibration system needs a key to join them.
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https://gagetrak.com/services/#:~:text=Our%20experienced%20Services%20team%20will%20guide%20your%20team%20through%20the%20validation%20effort.
https://blog.beamex.com/what-is-a-calibration-certificate/#:~:text=the%20numerical%20results%20of%20the%20calibration%20%28as%20found%2Fas%20left%20data%29
https://gagetrak.com/the-basics-of-gage-uncertainty/#:~:text=the%20software%20generates%20a%20bias%20analysis%20and%20offers%20to%20set%20up%20a%20preliminary%20uncertainty%20budget
https://media.fluke.com/27e0ed22-65c6-4736-bc22-b2e601031b72_original%20file.pdf#:~:text=Uncertainty%20Format%20setting%20was%20added%20to%20the%20metrology%20MET%2FCAL
https://gagetrak.com/features/#:~:text=Web%20API%20Server%20and%20Identity%20Provider%20%28optional%29
https://www.beamex.com/solutions/work-order-automation/#:~:text=the%20plant%20hierarchy%20and%20instruments%20are%20created%20and%20maintained%20in%20the%20parent%20system
https://blog.beamex.com/calibration-out-of-tolerance-part-2/#:~:text=deviation%20management%20software%20system
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Scripted demo tests

Insist that the vendor run these on your data in a validated-like test tenant:

« Overdue lockout: advance the date, confirm status changes and the connected system blocks use.

« Failed calibration and CAPA: enter a failed as-found result and follow it into a deviation record.

« Retrospective affected-batch query: from the failed result, list uses since the last in-tolerance
calibration. This mirrors the ICH Q7 phrase "since the last successful calibration” (www.fda.gov).

« Audit trail export: edit five fields, export the trail, and confirm it shows old value, new value, user, time
and reason.

« Signature integrity: sign, then modify, and show the result.

« Standards traceability: use an expired reference and observe the control. NIST notes that traceability
alone does not guarantee fitness for purpose (www.nist.gov).

« Restore: restore a backup and verify the audit trail survives.

Out-of-tolerance workflow and RACI

RACI roles are Doer, Accountable, Consulted and Informed.

« Detect failed as-found: Doer is the technician, Accountable is the metrology lead, Consulted is QA,
and the process owner is Informed.

« Quarantine and label: Doer is the technician, Accountable is the metrology lead, and QA is Informed.

« Open deviation and CAPA: Doer is QA, Accountable is the QA head, and metrology and the process
owner are Consulted.

* Run affected-batch query: Doer is metrology or IT, Accountable is QA, and validation is Consulted.

« Product-impact decision: Doer is the process owner, Accountable is the QA head, and regulatory is
Consulted.

» Close and adjust interval: Doer is the metrology lead, Accountable is QA, and the technician is
Informed.

Interval changes need a method. ILAC-G24/OIML D 10 states there is no universally applicable single best
practice for adjusting recalibration intervals (www.oiml.org), so the URS should require the system to hold the
method (for example, a staircase rule) and the history. Some products document interval features, such as
GAGEtrak's adjustment based on common NCSL performance guidelines (gagetrak.com) and IndySoft's
interval analysis module (docs.indysoft.com).

Validation approach

Validation should scale with risk. FDA's Part 11 guidance recommends a justified and documented risk
assessment (www.fda.gov), and the EU Annex 11 asks that the need for a supplier audit be based on a risk
assessment (health.ec.europa.eu) and that documentation supplied with commercial off-the-shelf products be
reviewed (health.ec.europa.eu). ISPE says the GAMP software category is just one factor in a risk-based
approach (ispe.org). Practically, that means three moves:

« Audit the vendor: scale the audit to criticality, and ask for the quality agreement and release history.
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q7a-good-manufacturing-practice-guidance-active-pharmaceutical-ingredients#:~:text=since%20the%20last%20successful%20calibration
https://www.nist.gov/calibrations/traceability#:~:text=traceability%20alone%20does%20not%20signify%20or%20guarantee%20fitness%20for%20purpose
https://www.oiml.org/en/files/pdf_d/d010-e22.pdf#:~:text=There%20is%20no%20universally%20applicable%20single%20best%20practice%20for%20establishing%20and%20adjusting%20the
https://gagetrak.com/screenshots/#:~:text=automatically%20adjust%20calibration%20frequencies%20based%20on%20common%20NCSL%20performance%20guidelines
https://docs.indysoft.com/indysoft-eam/what-s-new-in-14#:~:text=Analyze%20event%20historical%20data%20and%20perform%20studies%20to%20determine%20the%20best%20scheduling%20interval
https://www.fda.gov/media/75414/download#:~:text=We%20recommend%20that%20you%20base%20your%20approach%20on%20a%20justified%20and%20documented%20risk%20assessment%20and
https://health.ec.europa.eu/system/files/2016-11/annex11_01-2011_en_0.pdf#:~:text=The%20need%20for%20an%20audit%20should%20be%20based%20on%20a%20risk%20assessment.
https://health.ec.europa.eu/system/files/2016-11/annex11_01-2011_en_0.pdf#:~:text=Documentation%20supplied%20with%20commercial%20off%2Dthe%2Dshelf%20products%20should%20be%20reviewed
https://ispe.org/pharmaceutical-engineering/january-february-2023/what-you-need-know-about-gampr-5-guide-2nd-edition#:~:text=The%20software%20category%20is%20just%20one%20factor%20in%20a%20risk%2Dbased%20approach
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» Leverage vendor evidence: reuse vendor test results where the vendor provides them, and record the
rationale.

« Test your configuration: concentrate your own testing on intervals, tolerances, roles, signatures and
interfaces.

Data Analysis and Evidence

Weighted selection score

The score is requirement weight times verified score, summed and expressed as a percentage of the
maximum. Evidence scores are 0 (n/v), 1 (marketing-level claim), 2 (specific documentation on a vendor page,
manual or release note) and 3 (independent verification, awarded to no vendor because none was found). The
ceiling from public evidence is therefore 66.7. Weights (summing to 100): audit trail 15, e-signature 12,
validation support 12, status and alerts 10, as-found/as-left 10, uncertainty and traceability 10, out-of-tolerance
impact 10, integration 10, SSO 6, deployment and multi-site 5. The status/alerts and integration weights are
not matched by separate rows in Table 2, and several integration cells there are ungraded, so the numeric
scores in Table 3 cannot be reproduced from the published tables and are indicative only.

Table 3 gives the base result and the sensitivity cases, where a group of weights was raised or lowered 20
percent and the weights re-normalized.

Scenario Beamex (upper bound) Fluke IndySoft GagelList GAGEtrak
Base weights <66.7 45.3 41.7 41.0 39.0
Compliance controls +20% <66.7 45.2 41.1 41.2 40.3
Compliance controls -20% <66.7 45.5 42.4 40.8 37.5
Integration and SSO +20% <66.7 45.2 42.1 41.8 39.5
Integration and SSO -20% <66.7 455 41.3 40.2 38.5
As-found, uncertainty, impact +20% <66.7 45.3 41.8 39.9 37.4
As-found, uncertainty, impact -20% <66.7 45.4 41.5 42.2 40.8

Fluke is second in every case; Beamex is first only if its true score exceeds Fluke's, which varies between 45.2
and 45.5 by scenario, and which the published grades make likely but do not prove; IndySoft, GageList and
GAGEtrak trade places within about five points. The result measures documentation depth. A vendor with a
lower score may be excellent but publish less, and a high score does not replace a demo. Scores of 0 for "n/v"
cells reflect the pages retrieved on 2026-10-31, not proven absence of a capability, and vendor-authored
sources (including vendor blogs) were used only as labeled vendor positions. Vendors are invited to supply
documentation so that cells can be corrected. Re-score with your own weights: a site without ERP integration
should drop the integration weight, and a medtech firm may raise validation support.
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Three-year total cost of ownership (TCO)

The TCO formula is licenses + implementation + validation + integration + migration + support + internal
administration. Public anchors are thin, which is itself a finding.

« Licenses and support: only Gagelist publishes plan prices. GAGEtrak, IndySoft and Fluke use quotes,
and Beamex states pricing models: LOGICAL subscription scaling with usage, CMX with a service
agreement of one or three years (www.beamex.com).

« Validation: one vendor-hosted 2013 estimate puts pharma validation at 20 to 25 percent of IT project
cost (blogs.sap.com). Treat it as a planning heuristic, not a benchmark.

« Migration: vendors sell it as a service: Beamex (www.beamex.com), GAGEtrak (gagetrak.com) and
Fluke (www.fluke.com) all describe migration or import offerings, with no published prices.

o Internal administration: the BLS median annual wage for industrial engineers was $102,440 in May
2025 (www.bls.gov).

(Hypothetical Example) A site assumes a $100,000 implementation project. At 20 to 25 percent, validation
adds $20,000 to $25,000. If an industrial engineer (a placeholder occupation; substitute the wage of your
actual metrology or QA system owner) spends 20 percent of a year administering the system, wages alone are
$20,488 per year, or $61,464 over three years, before benefits and overhead. These are assumptions to show
structure, not vendor prices.

Implications and Future Directions

Several moving parts argue for re-checking this analysis within six months:

« EU Annex 11 revision: the final text may change the audit trail and supplier language once adopted.
The draft's emphasis on locked audit trails (health.ec.europa.eu) and on peer review of audit trails by
personnel not involved in the activity (health.ec.europa.eu) would raise the bar for products whose audit
trail is optional.

« FDA CSA guidance: the reissued guidance reinforces a risk-based approach to confidence in software
(www.fda.gov), which benefits vendors that export logs and test evidence.

* Uneven vendor roadmaps: Beamex lists CMMS integration for LOGICAL as on the roadmap, and
GAGEtrak's REST API is an optional server component (gagetrak.com). Write roadmap items into
contracts only with dates and acceptance tests.

* APIs over files: GAGEtrak lists optional MQTT and REST API support (gagetrak.com), IndySoft
documents a REST and GraphQL API (docs.indysoft.com), and Fluke's MET/CONNECT supports
RESTful exchange (www.fluke.com). The integration test in the URS is therefore as important as the
feature list.

Frequently Asked Questions (FAQs)

What is the best calibration management software for pharma? The public evidence supports a shortlist,
not a winner. In this documentation-volume analysis, which favours vendors with large public document sets,
Beamex has the most extensive public documentation and Fluke is second, but the lower three are within a
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https://www.beamex.com/app/uploads/2025/03/beamex-cmx-software-service-agreement-eng.pdf#:~:text=We%20offer%20fixed%2Dterm%20SSAs%20for%20one%20or%20three%20years%20for%20our%20CMX%20Enterprise%2C
https://blogs.sap.com/2013/12/03/white-paper-the-price-of-validation/#:~:text=currently%20stands%20at%20between%2020%20to%2025%20percent
https://www.beamex.com/services/expert-services/#:~:text=Our%20data%20migration%20service%20ensures%20your%20instrument%20database%20is%20ready%20for%20calibration.
https://gagetrak.com/services/#:~:text=we%20would%20perform%20your%20data%20import%20%28new%20customers%29
https://www.fluke.com/en-us/product/fluke-software/fluke-calibration-software/met-team-asset-management-software#:~:text=MET%2FTEAM%20data%20migration%20from%20other%20databases
https://www.bls.gov/ooh/architecture-and-Engineering/industrial-engineers.htm#:~:text=The%20median%20annual%20wage%20for%20industrial%20engineers%20was%20%24102%2C440%20in%20May%202025.
https://health.ec.europa.eu/document/download/40231f18-e564-4043-94de-c031f813d38b_en?filename=mp_vol4_chap4_annex11_consultation_guideline_en.pdf#:~:text=Audit%20trail%20functionality%20should%20be%20enabled%20and%20locked%20at%20all%20times
https://health.ec.europa.eu/document/download/40231f18-e564-4043-94de-c031f813d38b_en?filename=mp_vol4_chap4_annex11_consultation_guideline_en.pdf#:~:text=Audit%20trail%20reviews%20should%20be%20conducted%20by%20personnel%20not%20directly
https://www.fda.gov/media/188844/download#:~:text=Computer%20software%20assurance%20is%20a%20risk%2Dbased%20approach%20for%20establishing%20and%20maintaining
https://gagetrak.com/product-options/#:~:text=Using%20a%20RESTful%20API%2C%20it%20enables%20GAGEtrak%20Pro%20or%20Lite%20to%20securely%20exchange%20critical%20data
https://gagetrak.com/software/gagetrak-pro/#:~:text=IIoT%20Support%20%28optional%29%3A%20MQTT%20and%20REST%20API
https://docs.indysoft.com/ultra-api/introduction#:~:text=multi%2Dtenant%20REST%20and%20GraphQL%20API%20that%20provides%20access%20to%20approximately%20850%20database%20entities
https://www.fluke.com/en-us/product/fluke-software/fluke-calibration-software/met-connect-calibration-integration-software#:~:text=through%20flat%20files%20%28CSV%20and%20PDF%29%20or%20RESTful%20API.
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few points and could change with different weights.

Is there a URS template? Use Table 1 as the skeleton and add instrument classes, interfaces, roles, and data
migration. Beamex's implementation guidance places a technical user requirement specification in the project
flow (blog.beamex.com), as a generic step.

Is 21 CFR Part 11 compliance a software property? No. Regulation requires validated systems, audit trails
and controlled signatures, and the user remains accountable. FDA's guidance says it intends to interpret the
scope of Part 11 narrowly (www.fda.gov), and Part 11 still requires validation of systems to ensure accuracy
and reliability (www.ecfr.gov). Vendor statements such as "fulfills the requirements” are claims to verify.

CMMS or dedicated software for GMP? See the decision framework: use a module for low-criticality fleets,
and a dedicated system when per-point data, uncertainty and impact queries are required.

How do CSV and CSA apply? Both scale effort to risk. CSA is a risk-based approach to confidence that
software is fit for its intended use (www.fda.gov), and GAMP 5 second edition highlights critical thinking by
subject matter experts (ispe.org).

Beamex versus MET/ITEAM versus Fluke? MET/CAL automates calibration procedures (www.fluke.com)
while MET/TEAM manages assets (www.fluke.com); Beamex CMX is a calibration management system that
connects to its own documenting calibrators (www.beamex.com). They are complementary in some stacks,
and IndySoft documents an import tool for Fluke data (docs.indysoft.com).

What are the other options for laboratory instrument calibration software? Fluke names IndySoft,
AssetSmart and Qualer as partners with MET/CONNECT adapters (www.fluke.com); eQMS suites and CMMS
products offer partial coverage, as discussed above.

How do audit trails relate to ALCOA+? ALCOA covers attributable, legible, contemporaneous, original and
accurate data (www.fda.gov), PIC/S P1 041-1 adds Complete, Consistent, Enduring and Available (ALCOA+)
(picscheme.org), and it states audit trail review should be part of routine data review (picscheme.org).

Conclusion

The calibration software decision is easier when it is framed as evidence against requirements. The 2026 FDA
program, ICH Q7 and 21 CFR give a short list of controls: written directions, limits, schedule, remedial action,

product-impact review, and verifiable status. A dedicated system is warranted when per-point data, uncertainty,
and retrospective impact queries matter; modules fit lower-risk fleets; custom work should fill only narrow gaps.

On public documentation volume, Beamex has the most extensive public documentation of the five (a
documentation-based ranking that favours vendors with large public document sets, not a recommendation),
Fluke is second with a split between automation and asset management, and GAGEtrak, IndySoft and
Gagelist each leave several cells unverified. Prices are largely unpublished, so a three-year TCO requires
guotes. The next steps are:

» Issue the URS: start from Table 1 and add your instrument classes, interfaces and roles.
« Run the scripted tests: use your own data and insist on exported evidence.
« Audit the supplier: scale the audit to risk and record the rationale.
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https://blog.beamex.com/how-to-implement-calibration-software/#:~:text=a%20technical%20user%20requirement%20specification%20is%20prepared
https://www.fda.gov/media/75414/download#:~:text=the%20Agency%20intends%20to%20interpret%20the%20scope%20of%20part%2011%20narrowly.
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-11#:~:text=Validation%20of%20systems%20to%20ensure%20accuracy%2C%20reliability%2C%20consistent%20intended%20performance
https://www.fda.gov/media/188844/download#:~:text=Computer%20software%20assurance%20is%20a%20risk%2Dbased%20approach%20for%20establishing%20and%20maintaining
https://ispe.org/publications/guidance-documents/gamp-5-guide-2nd-edition#:~:text=It%20highlights%20the%20use%20of%20critical%20thinking%20by%20knowledgeable%20and%20experienced%20SMEs%20to%20define%20appropriate%20approaches.
https://www.fluke.com/en-us/product/fluke-software/fluke-calibration-software#:~:text=Procedure%20Editor%20and%20Runtime%20for%20automated%20calibration
https://www.fluke.com/en-us/product/fluke-software/fluke-calibration-software/met-team-asset-management-software#:~:text=Browser%2Dbased%2C%20secure%20access%2C%20integrated%20with%20MET%2FCAL%20software.
https://www.beamex.com/calibration-software/#:~:text=We%20offer%20two%20calibration%20management%20software%20solutions%2C%20LOGiCAL%20and%20CMX.
https://docs.indysoft.com/indysoft-eam/hm-introduction#:~:text=Provides%20import%20tools%20for%20integrating%20Fluke%20MetCal%20calibration%20data%20into%20IndySoft.
https://www.fluke.com/en-us/product/fluke-software/fluke-calibration-software/met-connect-calibration-integration-software#:~:text=have%20pre%2Dbuilt%20adapters%20that%20ensure%20the%20success%20of%20MET%2FCONNECT
https://www.fda.gov/media/119267/download#:~:text=contemporaneously%20recorded%2C%20original%20or%20a%20true%20copy%2C%20and%20accurate%20%28ALCOA%29
https://picscheme.org/docview/4234#:~:text=attributes%20can%20be%20added%20to%20the%20list%3A%20Complete%2C%20Consistent%2C%20Enduring
https://picscheme.org/docview/4234#:~:text=The%20review%20of%20audit%20trails%20should%20be%20part%20of%20the%20routine%20data%20review%20within%20the
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» Re-score: apply your own weights and treat "n/v" cells as open questions.

Consult your quality, legal and regulatory professionals before finalizing a validation strategy.

Source links
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29. https://www.fda.gov/media/119267/download

Pharma & biotech Al consulting - Custom software - Data engineering Page 15 of 18


https://www.fda.gov/media/191983/download?attachment=
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q7a-good-manufacturing-practice-guidance-active-pharmaceutical-ingredients
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q7a-good-manufacturing-practice-guidance-active-pharmaceutical-ingredients
https://blog.beamex.com/cmms-calibration-module-or-dedicated-calibration-software
https://www.beamex.com/solutions/calibration-data-integrity
https://gagetrak.com/features
https://www.indysoft.com/life-sciences
https://media.fluke.com/517c23c6-2e09-47a1-af4d-b383013e0db7_original%20file.pdf
https://gagelist.com/pricing
https://www.fluke.com/en-us/product/fluke-software/fluke-calibration-software/met-support-gold-for-metcal-plus
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-C/part-211/subpart-I/section-211.160
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-C/part-211/subpart-D/section-211.68
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-C/part-211/subpart-J/section-211.194
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-820
https://health.ec.europa.eu/system/files/2016-11/annex11_01-2011_en_0.pdf
https://ispe.org/publications/guidance-documents/gamp-good-practice-guide-calibration-management
https://www.ibm.com/docs/en/SSLPL8_cd/com.ibm.mam.doc/mobile/c_calibration_overview.html
https://www.ibm.com/support/pages/node/1132905
https://help.sap.com/saphelp_46c/helpdata/en/5b/ae2ebd4b8611d182ba0000e829fbfe/content.htm
https://www.mastercontrol.com/manufacturing/calibration-maintenance/calibration-software
https://simplerqms.com/modules/equipment-management
https://quickvault.veeva.com/?p=5265
https://docs.qualio.com/en/articles/7933599-equipment-management-best-practices-in-qualio
https://www.beamex.com/calibrators/bmobile
https://docs.indysoft.com/scripting/hm-custom-scripting-overview
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-11
https://picscheme.org/docview/4234
https://www.nist.gov/calibrations/traceability
https://www.fda.gov/media/188844/download
https://www.fda.gov/media/119267/download

IntuitionLabs

30.

31.

32.
33.
34.
35.
36.
37.
38.
39.
40.
41.
42.
43.
44.
45.
46.
47.
48.
49.
50.
51.
52.
53.
54.
55.
56.
57.
58.
59.
60.
61.
62.
63.
64.

https://health.ec.europa.eu/consultations/stakeholders-consultation-eudralex-volume-4-good-manufacturing-practice-
guidelines-chapter-4-annex_en

https://health.ec.europa.eu/document/download/40231f18-e564-4043-94de-c031f813d38b_en?
filename=mp_vol4_chap4_annex1l consultation_guideline_en.pdf

https://gagetrak.com

https://gagetrak.com/software

https://gagetrak.com/software/gagetrak-pro
https://gagetrak.com/system-requirements
https://gagetrak.com/gagetrak8-a-modern-solution-to-the-technical-limits-of-gagetrak7
https://gagetrak.com/software-updates

https://gagetrak.com/product-options
https://gagetrak.com/standards-compliance

https://gagetrak.com/support

https://www.indysoft.com/solutions/clients
https://docs.indysoft.com/indysoft-eam/hm-introduction
https://www.indysoft.com/manufacturing
https://www.indysoft.com/commercial-labs
https://docs.indysoft.com/indysoft-eam/what-s-new-in-14
https://docs.indysoft.com/indysoft-eam/hm-profile-manager-adding-remov
https://docs.indysoft.com/indysoft-eam/hm-workflow-configuration-e2
https://docs.indysoft.com/indysoft-eam/changelog/14-2-10
https://docs.indysoft.com/ultra-api/introduction

https://docs.indysoft.com
https://docs.indysoft.com/indysoft-eam/changelog/15-0-1
https://www.softwareadvice.com/cmms/calibration-management-profile
https://www.beamex.com/calibration-software
https://www.beamex.com/calibration-software/cmx
https://www.beamex.com/solutions/governing-calibration-software
https://www.beamex.com/app/uploads/2025/08/cmx-calculationseng.pdf
https://www.beamex.com/app/uploads/2019/10/Beamex-CMX-brochure-ENG.pdf
https://www.beamex.com/services/expert-services
https://www.beamex.com/calibration-software/cmx/analytics-dashboard
https://www.beamex.com/calibration-software/cmx/business-bridge
https://www.beamex.com/app/uploads/2025/03/beamex-cmx-software-service-agreement-eng.pdf
https://resources.beamex.com/cmx-download-page
https://www.fluke.com/en-us/product/fluke-software/fluke-calibration-software

https://www.fluke.com/en-us/product/fluke-software/fluke-calibration-software/met-team-asset-management-software

Pharma & biotech Al consulting - Custom software - Data engineering

Page 16 of 18


https://health.ec.europa.eu/consultations/stakeholders-consultation-eudralex-volume-4-good-manufacturing-practice-guidelines-chapter-4-annex_en
https://health.ec.europa.eu/consultations/stakeholders-consultation-eudralex-volume-4-good-manufacturing-practice-guidelines-chapter-4-annex_en
https://health.ec.europa.eu/document/download/40231f18-e564-4043-94de-c031f813d38b_en?filename=mp_vol4_chap4_annex11_consultation_guideline_en.pdf
https://health.ec.europa.eu/document/download/40231f18-e564-4043-94de-c031f813d38b_en?filename=mp_vol4_chap4_annex11_consultation_guideline_en.pdf
https://gagetrak.com/
https://gagetrak.com/software
https://gagetrak.com/software/gagetrak-pro
https://gagetrak.com/system-requirements
https://gagetrak.com/gagetrak8-a-modern-solution-to-the-technical-limits-of-gagetrak7
https://gagetrak.com/software-updates
https://gagetrak.com/product-options
https://gagetrak.com/standards-compliance
https://gagetrak.com/support
https://www.indysoft.com/solutions/clients
https://docs.indysoft.com/indysoft-eam/hm-introduction
https://www.indysoft.com/manufacturing
https://www.indysoft.com/commercial-labs
https://docs.indysoft.com/indysoft-eam/what-s-new-in-14
https://docs.indysoft.com/indysoft-eam/hm-profile-manager-adding-remov
https://docs.indysoft.com/indysoft-eam/hm-workflow-configuration-e2
https://docs.indysoft.com/indysoft-eam/changelog/14-2-10
https://docs.indysoft.com/ultra-api/introduction
https://docs.indysoft.com/
https://docs.indysoft.com/indysoft-eam/changelog/15-0-1
https://www.softwareadvice.com/cmms/calibration-management-profile
https://www.beamex.com/calibration-software
https://www.beamex.com/calibration-software/cmx
https://www.beamex.com/solutions/governing-calibration-software
https://www.beamex.com/app/uploads/2025/08/cmx-calculationseng.pdf
https://www.beamex.com/app/uploads/2019/10/Beamex-CMX-brochure-ENG.pdf
https://www.beamex.com/services/expert-services
https://www.beamex.com/calibration-software/cmx/analytics-dashboard
https://www.beamex.com/calibration-software/cmx/business-bridge
https://www.beamex.com/app/uploads/2025/03/beamex-cmx-software-service-agreement-eng.pdf
https://resources.beamex.com/cmx-download-page
https://www.fluke.com/en-us/product/fluke-software/fluke-calibration-software
https://www.fluke.com/en-us/product/fluke-software/fluke-calibration-software/met-team-asset-management-software

IntuitionLabs

65. https://media.fluke.com/837c2a61-0fal-4bb9-8b3a-b2e60103bf68_original%20file.pdf

66. https://media.fluke.com/19359123-18ec-4a8f-a2b1-b2e60104dd03_original%20file.pdf
67. https://media.fluke.com/5789864f-32a3-4133-8a69-b2e7003124dc_original%20file.pdf
68. https://media.fluke.com/80ff7a42-c626-4b6d-82cf-b308016116cd_original%20file.pdf

69. https://lwww.fluke.com/en-us/product/fluke-software/fluke-calibration-software/met-connect-calibration-integration-software
70. https://lwww.fluke.com/en-us/support/software-downloads/met-team-software-with-met-cal
71. https://lwww.fluke.com/en-us/support/software-downloads/met-cal-9-system-requirements
72. https://lwww.gagelist.com

73. https://gagelist.com/unlimited-users

74. https://gagelist.com/compliance/21-cfr-parts-11-and-820

75. https://gagelist.com/gagelist-software-validation

76. https://gagelist.com/features/uncertainty-budget-calculator

77. https://gagelist.com/integrations

78. https://gagetrak.com/services

79. https://blog.beamex.com/what-is-a-calibration-certificate

80. https://gagetrak.com/the-basics-of-gage-uncertainty

81. https://media.fluke.com/27e0ed22-65c6-4736-bc22-b2e601031b72_original%20file.pdf
82. https://lwww.beamex.com/solutions/work-order-automation

83. https://blog.beamex.com/calibration-out-of-tolerance-part-2

84. https://www.oiml.org/en/files/pdf_d/d010-e22.pdf

85. https://gagetrak.com/screenshots

86. https://lwww.fda.gov/media/75414/download

87. https://ispe.org/pharmaceutical-engineering/january-february-2023/what-you-need-know-about-gampr-5-guide-2nd-edition
88. https://blogs.sap.com/2013/12/03/white-paper-the-price-of-validation

89. https://www.bls.gov/ooh/architecture-and-Engineering/industrial-engineers.htm

90. https://blog.beamex.com/how-to-implement-calibration-software

91. https://ispe.org/publications/guidance-documents/gamp-5-guide-2nd-edition

Pharma & biotech Al consulting - Custom software - Data engineering Page 17 of 18


https://media.fluke.com/837c2a61-0fa1-4bb9-8b3a-b2e60103bf68_original%20file.pdf
https://media.fluke.com/19359123-18ec-4a8f-a2b1-b2e60104dd03_original%20file.pdf
https://media.fluke.com/5789864f-32a3-4133-8a69-b2e7003124dc_original%20file.pdf
https://media.fluke.com/80ff7a42-c626-4b6d-82cf-b308016116cd_original%20file.pdf
https://www.fluke.com/en-us/product/fluke-software/fluke-calibration-software/met-connect-calibration-integration-software
https://www.fluke.com/en-us/support/software-downloads/met-team-software-with-met-cal
https://www.fluke.com/en-us/support/software-downloads/met-cal-9-system-requirements
https://www.gagelist.com/
https://gagelist.com/unlimited-users
https://gagelist.com/compliance/21-cfr-parts-11-and-820
https://gagelist.com/gagelist-software-validation
https://gagelist.com/features/uncertainty-budget-calculator
https://gagelist.com/integrations
https://gagetrak.com/services
https://blog.beamex.com/what-is-a-calibration-certificate
https://gagetrak.com/the-basics-of-gage-uncertainty
https://media.fluke.com/27e0ed22-65c6-4736-bc22-b2e601031b72_original%20file.pdf
https://www.beamex.com/solutions/work-order-automation
https://blog.beamex.com/calibration-out-of-tolerance-part-2
https://www.oiml.org/en/files/pdf_d/d010-e22.pdf
https://gagetrak.com/screenshots
https://www.fda.gov/media/75414/download
https://ispe.org/pharmaceutical-engineering/january-february-2023/what-you-need-know-about-gampr-5-guide-2nd-edition
https://blogs.sap.com/2013/12/03/white-paper-the-price-of-validation
https://www.bls.gov/ooh/architecture-and-Engineering/industrial-engineers.htm
https://blog.beamex.com/how-to-implement-calibration-software
https://ispe.org/publications/guidance-documents/gamp-5-guide-2nd-edition

IntuitionLabs

THE PUBLISHER

About IntuitionLabs

IntuitionLabs is an Al consulting, custom software development and data engineering firm serving
pharmaceutical, biotechnology, medical-device and other life-science organizations. We work with clinical,
regulatory, medical-affairs, commercial, quality and IT teams to connect technology decisions with the work
people need to accomplish.

Al consulting and adoption

Our Al enablement services cover readiness assessments, use-case selection, governance and policies, team
workshops, adoption measurement and ongoing advisory support. We help organizations structure the
information layer behind Al: source material, context, permissions and maintained knowledge that make
generated answers useful and reviewable. Private LLM inference and hosted Al options support teams
evaluating how to operate Al with appropriate control over their data and infrastructure.

Software, data and life-science workflows

IntuitionLabs develops custom software for pharma and biotech, integrates enterprise systems, and builds
data engineering and business intelligence solutions. Areas of focus include Al agents, regulatory research,
medical writing, medical affairs, CMC information, competitive intelligence and clinical-document workflows.
Our eTMF intelligence work includes cross-system reconciliation and inspection-readiness support.

Enterprise platforms and regulated delivery

We provide Veeva services, application support, managed services, integrations and custom applications,
alongside enterprise content work involving platforms such as Egnyte. For regulated workflows, our services
include GxP enablement, computer-system validation and software development addressing 21 CFR Part 11
requirements. The applicable controls, validation responsibilities and acceptance criteria are defined for each
engagement.

Work with IntuitionLabs

Explore Al enablement, pharma and biotech software development, data engineering and Bl, and Veeva
services. Contact IntuitionLabs to discuss your workflow, information sources and implementation needs.

IntuitionLabs publishes educational research to help life-science teams make informed technology decisions.
Coverage of a product or organization does not imply a client relationship, endorsement or partnership.

Website: https://intuitionlabs.ali

This article is educational. Verify consequential medical, legal, financial, regulatory and technical decisions with appropriate professionals and the
cited primary sources. Company services are described separately from the article's research findings.
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