
eLeaP QMS Positions Regulated
Manufacturers Ahead of the ISO 9001:2026
Transition

As ISO 9001:2026 nears publication,

eLeaP QMS offers a built-in gap analysis

toolkit to help organizations prepare for

the revised standard.

LOUISVILLE, KY, UNITED STATES, August

31, 2026 /EINPresswire.com/ -- eLeaP, a

quality management software provider

for regulated industries, announced its

readiness for ISO 9001:2026, the

upcoming revision to the world's most

widely adopted quality management

standard, and released a free ISO

9001:2026 Gap Analysis Toolkit to help

organizations identify where their current quality management system falls short of the new

requirements before their next audit.

ISO 9001:2026 is set to publish in September 2026, and quality teams across manufacturing,

medical device, pharmaceutical, and other regulated sectors are beginning to assess what the

revision will mean for their existing documentation, processes, and certification timelines.

Organizations that wait until publication to begin their gap analysis risk falling behind on

remediation before transition deadlines arrive.

The draft standard makes targeted updates in five areas: climate-relevance documentation

(Clause 4.1), ethical-leadership and employee awareness requirements (Clauses 5.1 and 7.3),

separate risk and opportunity evaluation criteria (Clause 6.1), post-implementation verification

for QMS changes (Clause 6.3), and proactive customer communication during disruptions

(Clause 8.2). Everything else — the process approach, risk-based thinking, the Plan-Do-Check-Act

cycle, and the Annex SL structure — stays the same. Because the standard remains in Final Draft

International Standard status, exact clause numbering may still shift before formal publication.

Three of the five updates — Clauses 5.1, 6.3, and 7.3 — generate evidence that lives in the

training record rather than the quality-event record, a distinction that maps directly onto eLeaP's

http://www.einpresswire.com
http://quality.eleapsoftware.com/whitepaper/iso-90012026-gap-analysis-toolkit
https://quality.eleapsoftware.com/quality-management-system-qms/


integrated QMS+LMS architecture.

"Every ISO revision creates the same problem: teams don't know what's actually changed until

they're deep into a gap analysis, and by then they're already behind," said Don Weobong,

President at eLeaP. "We wanted customers and prospective customers to have a clear, practical

starting point the moment the standard was finalized, not weeks after. The toolkit gives quality

leaders a way to see exactly where their current system stands relative to the new

requirements."

The toolkit is organized in three parts. A 30-row gap analysis checklist walks through all five

clause areas, with a four-option compliance status for each requirement — Compliant, Partial,

Gap, or N/A — plus fields for evidence references and notes. An action planning register carries

every identified gap forward with an assigned owner, target date, and priority level. An executive

summary is designed to stand alone as a readiness report, complete with a gap count by clause

area and an overall readiness rating, for a certification body or leadership audience that doesn't

need the full checklist detail.

eLeaP QMS is built to support the ISO 9001 quality management system, which is core to nearly

every regulated organization, connecting document control, design & development, risk

management, change control, CAPA, supplier management, and event management into a single

platform, with training automatically deployed as each process changes. Because the platform

already unifies these processes rather than treating them as separate modules bolted together,

organizations using eLeaP are positioned to adapt to ISO 9001:2026's updated requirements

without re-architecting their quality system.

The platform's QMS+LMS integration extends across eLeaP's full regulated-industry footprint,

from medical device manufacturers operating under the FDA's Quality Management System

Regulation (QMSR) to pharmaceutical and life sciences organizations managing ICH-aligned

quality systems. Each vertical faces its own documentation and audit-evidence requirements, but

the underlying gap — quality processes and training records living in separate systems — is the

same one ISO 9001:2026 puts additional pressure on.

eLeaP serves ISO 9001-certified organizations across manufacturing, medical device,

pharmaceutical, biotechnology, aerospace, automotive, and food & beverage industries, and

supports complementary standards, including ISO 13485, AS9100, and IATF 16949, within the

same platform.

Availability

The ISO 9001:2026 Gap Analysis Toolkit is available now, free of charge. Organizations interested

in a live platform walkthrough can request a free demo.

About eLeaP

http://quality.eleapsoftware.com/get-free-demo


eLeaP is a comprehensive quality management system with enterprise learning management

built into one unified platform, purpose-built for regulated industries including medical devices,

pharmaceuticals, biotechnology, aerospace, automotive, and food & beverage. Unlike standalone

QMS solutions, eLeaP automatically connects quality processes — documents, design &

development, risk, change, events, and suppliers — to training verification, closing the

compliance gap that exists when QMS and training records live apart. With 20 years of

experience serving more than 1,200 regulated companies, eLeaP helps organizations achieve

faster regulatory submissions and maintain continuous audit readiness. Learn more at

https://quality.eleapsoftware.com .
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