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1. Purpose
To show, clause by clause, where the hospital's quality management system provides the evidence an ISO 9001:2015 auditor will ask for — so that the hospital can self-assess readiness, and an auditor can navigate directly from the standard to the documents and records.
2. How to Read This Crosswalk
1. Column 1 is the clause of ISO 9001:2015; column 2 summarises what it requires in hospital terms
1. Column 3 lists the hospital documents that describe how the requirement is met; column 4 lists the records that prove it is being done
1. Where the evidence column says 'record', the auditor should expect to see completed, dated, signed records — not blank forms
1. This crosswalk is reviewed at each management review and when any document is added or withdrawn
3. Clauses 4–6: Context, Leadership, Planning
	Clause
	Requirement (hospital terms)
	Documents
	Evidence / records

	4.1–4.2
	Understand the hospital's context and the needs of patients, staff, regulators, payers
	H-QMS-01 Quality Manual §2
	Context analysis; interested-party register

	4.3–4.4
	Define the scope of the QMS and its processes
	H-QMS-01 §3–4; process map
	Approved scope statement; process map with owners

	5.1
	Leadership demonstrates commitment
	H-QMS-03 Quality Policy; Board terms of reference
	Board minutes with quality item; management review minutes

	5.2
	Quality policy established and communicated
	H-QMS-03
	Signed policy; induction records; ward display

	5.3
	Roles and responsibilities assigned
	H-GOV-01 Governance; job descriptions
	Organisation chart; RACI tables in each SOP

	6.1
	Risks and opportunities addressed
	H-GOV-03 Risk Management; risk register
	Risk register reviewed quarterly; actions closed

	6.2
	Quality objectives set and planned
	H-QMS-04
	H-QMS-04-F01 register with baselines and progress

	6.3
	Changes planned
	H-GOV-04 Document Control §4; change control
	Change records with impact assessment


4. Clauses 7–8: Support and Operation
	Clause
	Requirement (hospital terms)
	Documents
	Evidence / records

	7.1.2
	Adequate, competent people
	H-HR-02 Safe Staffing
	Dependency-based staffing calculation; rosters vs need

	7.1.3–7.1.4
	Infrastructure and environment
	H-FAC-01 Facilities; H-FAC-02 Environment
	Maintenance schedules; environmental rounds

	7.1.5
	Equipment maintained and calibrated
	H-EQ-01
	Equipment register; service and calibration certificates

	7.2
	Staff competence
	H-HR-01 Credentialing; H-HR-03 Competence
	Primary-source verification; competency assessments; training records

	7.3–7.4
	Awareness and communication
	H-QMS-03; H-COM-01
	Induction records; team meeting minutes

	7.5
	Documented information controlled
	H-GOV-04; H-GOV-05
	Document register; obsolete copy log; records retention schedule

	8.1
	Operational planning
	Clinical pathways; care planning SOPs
	Individualised care plans

	8.2
	Patient requirements and communication
	H-PR-01 Patient Rights; H-PR-06 Consent
	Consent records with teach-back; rights acknowledgement

	8.4
	Externally provided services
	H-PROC-01 Contractor and Supplier Control
	Supplier register; contracts; performance reviews

	8.5.1
	Controlled delivery of care
	All clinical SOPs (H-IPC, H-MED, H-SEPSIS, H-FALLS…)
	Completed care records, checklists, observation charts

	8.5.2
	Identification and traceability
	H-ID-01 Patient Identification; H-LAB-03 Specimen
	Wristband audits; specimen rejection log

	8.5.3
	Property of patients
	H-PR-07 Patient Property
	Property records; confidentiality policy

	8.6
	Release of service
	Discharge SOP H-DIS-01
	Discharge checklists; teach-back records

	8.7
	Nonconforming outputs
	H-GOV-08 Incidents; H-GOV-09 Corrective Action
	Incident log; RCA reports; corrected reports


5. Clauses 9–10: Evaluation and Improvement
	Clause
	Requirement (hospital terms)
	Documents
	Evidence / records

	9.1.1
	Monitoring and measurement
	H-QMS-05 Quality Indicators
	Monthly dashboard; trend charts

	9.1.2
	Patient satisfaction
	H-CC-02 Patient Experience
	Bedside check data; survey results by ward

	9.1.3
	Analysis and evaluation
	H-QMS-05 §4
	Quarterly quality report to Board

	9.2
	Internal audit
	H-GOV-06 Internal Audit
	Annual programme; audit reports; findings closed

	9.3
	Management review
	H-GOV-07 Management Review
	Minutes with all required inputs and outputs

	10.1–10.2
	Improvement; nonconformity and corrective action
	H-GOV-08; H-GOV-09
	Incident register; RCA reports; action tracking to closure

	10.3
	Continual improvement
	H-QMS-06 Improvement Programme
	Improvement projects with before/after measures


6. Self-Assessment Use
Before external audit, the Quality Director walks through every row with the document owner and marks each as: Evidence complete; Evidence partial (gap named); No evidence. Gaps are entered in the corrective action register with owners and dates. A readiness score (rows with complete evidence ÷ total rows) is reported to the executive monthly in the six months before audit.
7. Distribution of Responsibilities
	Task
	Chief Executive
	Quality Director
	Document Owners

	Approval of the crosswalk
	Final
	Prepare
	

	Maintaining the crosswalk on document changes
	
	Responsible
	

	Providing evidence for each row
	
	Coordinate
	Responsible

	Pre-audit self-assessment
	Receive
	Responsible
	Participate


8. Accompanying Documentation
	Code
	Title

	H-QMS-01
	Quality Manual

	H-QMS-03
	Quality Policy

	H-GOV-04
	Document Control

	H-GOV-06
	Internal Audit

	H-GOV-07
	Management Review



FREE SAMPLE — This document is a complete, unrestricted sample from the ASF ISO 9001 READY documentation pack, shared so a facility can judge the depth and quality of the full pack before purchase. Replace every [BRACKETED] placeholder with your facility's own details. The full pack contains the complete document set, forms, master index, and clause crosswalk.
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