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1. Purpose
This procedure establishes the requirements for planning, conducting, reporting, and following up on internal audits of the Quality Management System (QMS). The internal audit program provides systematic and independent evaluation to determine whether QMS activities comply with planned arrangements, are implemented effectively, and are suitable to achieve organizational objectives.
QMSR NOTE: Effective February 2, 2026, internal audit records are subject to FDA inspection under the QMSR. This procedure and all associated records must be maintained at inspection-ready quality at all times.
2. Scope
This procedure applies to all internal audits of the QMS across all processes, departments, and sites. Audits conducted under this procedure evaluate compliance against the following regulatory schemes, as applicable to the organization’s certification scope and target market registrations:
1. ISO 13485:2016 Medical devices Quality management systems
1. FDA QMSR 21 CFR 820 (effective February 2, 2026) incorporating ISO 13485:2016 by reference via §820.7
1. EU MDR 2017/745 Annex IX Conformity Assessment
1. MDSAP Health Canada SOR/98-282, TGA TG(MD)R 2002, ANVISA RDC 665/2022, MHLW MO 169
1. ISO 19011:2018 Guidelines for auditing management systems
1. ISO 14971:2019 Application of risk management (as integrated into audit planning)
1. Applicable organizational SOPs, work instructions, and quality objectives
3. References
3.1 Regulatory and Normative References
	Standard / Regulation
	Title / Description

	ISO 13485:2016 Cl. 8.2.2
	Internal audit requirements for medical device QMS

	ISO 19011:2018
	Guidelines for auditing management systems

	21 CFR 820 (QMSR)
	§820.7 IBR  ISO 13485 Cl.8.2.2; §820.10(c) risk-based approach

	EU MDR 2017/745
	Annex IX §2.2(a) NB assessment of internal audit program

	MDSAP AU P0002.006
	Audit process for medical device regulatory authorities

	ISO 14971:2019
	Risk management integration into audit frequency determination



3.2 Internal Audit Toolkit Forms
The following harmonized forms are part of this procedure and shall be used for all internal audits:
	Form ID
	Title
	When Used

	[Form-001]
	Auditor Qualification Review & Confirmation
	Before each audit cycle

	[Form-002]
	Internal Audit Plan Harmonized Multi-Scheme
	Annual planning & per audit

	[Form-003]
	Internal Audit Checklist Harmonized Multi-Scheme
	During audit execution

	[Form-004]
	Internal Audit Report Harmonized Multi-Scheme
	Post-audit reporting


4. Definitions and Abbreviations
4.1 Definitions
	Term
	Definition

	Internal Audit
	Systematic, independent, and documented process for obtaining audit evidence and evaluating it objectively to determine the extent to which audit criteria are fulfilled.

	Audit Program
	Arrangements for a set of one or more audits planned for a specific time frame and directed toward a specific purpose.

	Audit Criteria
	Set of policies, procedures, or requirements used as a reference against which audit evidence is compared.

	Audit Finding
	Results of the evaluation of the collected audit evidence against audit criteria.

	Major Nonconformity
	Absence of, or total breakdown of, a system to meet a requirement; or a condition that would result in the probable shipment of a nonconforming product; or a condition that has resulted or may result in a safety hazard.

	Minor Nonconformity
	A lapse in meeting a requirement that is unlikely to result in the failure of the QMS or reduce its ability to assure controlled processes or products.

	Observation (OBS)
	A situation or condition noted during the audit that is not a nonconformity but may lead to one if not addressed.

	OFI
	Opportunity for Improvement a potential area where the QMS could be enhanced beyond minimum compliance.

	Competence
	Demonstrated ability to apply knowledge and skills. For auditors: relevant education, work experience, auditor training, and audit experience per ISO 19011 Cl.7.

	IBR
	Incorporation by Reference FDA mechanism (§820.7) making ISO 13485:2016 the FDA QMS requirement.



4.2 Abbreviations
	Abbr.
	Meaning

	CAPA
	Corrective and Preventive Action

	FSCA
	Field Safety Corrective Action

	MDF
	Medical Device File (replaces DMR/DHR/DHF under QMSR)

	MDSAP
	Medical Device Single Audit Program

	NB
	Notified Body

	PRRC
	Person Responsible for Regulatory Compliance (EU MDR Art.15)

	QMS
	Quality Management System

	QMSR
	Quality Management System Regulation (21 CFR 820, eff. Feb 2, 2026)


5. Responsibilities
	Role
	Responsibilities

	Top Management
	Ensure adequate resources for the audit program. Review audit results during management review. Demonstrate commitment to QMS effectiveness.

	Quality Director / Management Representative
	Approve the annual audit program. Approve auditor qualifications. Ensure audit independence. Serve as final approval on audit reports.

	Audit Program Manager / QA Manager
	Establish, implement, monitor, and improve the audit program. Assign auditors. Manage the audit schedule. Review auditor competence using Form-001. Ensure all regulatory schemes in scope are covered.

	Lead Auditor
	Plan individual audits. Lead audit team. Conduct opening/closing meetings. Prepare audit reports using Form-004. Assign finding classifications. Verify corrective actions.

	Internal Auditor(s)
	Conduct audits per the plan. Collect and evaluate objective evidence. Document findings on Form-003 checklist. Maintain independence and impartiality.

	Auditees / Process Owners
	Provide access to processes, records, and personnel. Respond to findings with root cause analysis and corrective actions within defined timelines.




6. Procedure
6.1 Annual Audit Program Planning
The Audit Program Manager shall establish an annual internal audit program that ensures all QMS processes and all applicable regulatory scheme requirements are audited at least once within a 12-month cycle. The program shall be documented using the Harmonized Internal Audit Plan (Form-002).

Audit Frequency Determination: Audit frequency shall be determined using a risk-based approach per §820.10(c), considering:
1. Status and importance of the process (impact on product safety and regulatory compliance)
1. Results of previous audits (processes with findings receive increased frequency)
1. Changes to the organization, processes, or products
1. Customer complaints, CAPA trends, and nonconformance data
1. Regulatory inspection findings or Notified Body audit results
1. Changes to applicable regulatory requirements

Minimum frequencies: 
1. ISO 13485: All clauses audited at least annually
1. MDSAP: Per audit cycle requirements of each participating authority
1. EU MDR: Per Annex IX surveillance schedule and NB expectations
1. High-risk processes (CAPA, Design Controls, Production): Minimum semi-annually

Pre-Audit Verification: Before finalizing the annual plan, verify the checklist on the Audit Plan form:
1. All applicable regulatory schemes identified per target market registrations
1. Plan covers all processes/clauses required by certification scope
1. No process excluded without documented justification (ISO 13485 Cl.1.2 permissible exclusions only)
1. Audit frequency meets requirements for each applicable scheme

Approval: The annual audit program shall be approved by the Quality Director / Management Representative and reviewed during management review.
6.2 Auditor Qualification and Competence
Internal auditors shall be competent, as defined by relevant knowledge, skills, education, work experience, auditor training, and audit experience. Auditor qualifications shall be documented on the Auditor Qualification Review & Confirmation form (Form-001) and approved before each audit commences.

Lead Auditor Minimum Qualifications:
1. ISO 13485:2016 Lead Auditor training (certified course)
1. ISO 19011:2018 audit management and techniques
1. FDA QMSR 21 CFR 820 training (post-February 2, 2026 structure)
1. Training in applicable MDSAP participating authority requirements
1. EU MDR 2017/745 Annex IX Conformity Assessment training (if EU MDR in scope)
1. Risk management per ISO 14971:2019
1. Industry/product-specific technical knowledge

Internal Auditor Minimum Qualifications:
1. ISO 13485:2016 Internal Auditor training
1. FDA QMSR 21 CFR 820 training (post-February 2, 2026 structure)
1. Applicable regulatory scheme training for assigned audit scope
1. Risk management per ISO 14971:2019

Independence Requirements:
1. Auditors shall not audit their own work (ISO 13485 Cl.8.2.2)
1. No auditor will audit processes for which they have direct operational responsibility
1. All auditors are independent from activities being audited (ISO 19011 Cl.5.4.2)
1. Independence declaration shall be signed for each audit
1. Any potential conflicts of interest must be identified and mitigated

Competence Gaps: If competence gaps are identified, mitigation actions shall be documented on Form-001 (Competence Gaps & Mitigation section), which may include assigning technical experts to support the auditor. Technical experts may support the auditor but shall not make audit findings independently.

QMSR NOTE: MDSAP-scope auditors must demonstrate competence in regulatory requirements for each applicable participating authority. NB auditors assess internal audit program adequacy including auditor competence.
6.3 Individual Audit Planning
For each audit event, the Lead Auditor shall prepare an audit plan that includes:
1. Audit objectives and scope (processes, clauses, and regulatory schemes to be covered)
1. Audit criteria (specific clauses, regulations, and internal procedures)
1. Audit team composition and assignments
1. Audit schedule (dates, times, departments/areas)
1. Applicable regulatory scheme mapping per the Harmonized Audit Plan (Form-002)
1. Resources and logistics required

The audit plan shall be communicated to the auditee in advance. The auditee may request reasonable schedule adjustments but shall not restrict audit scope.
6.4 Audit Execution
6.4.1 Opening Meeting: The Lead Auditor shall conduct an opening meeting to confirm audit scope, schedule, methodology, finding classification criteria, and lines of communication.

6.4.2 Evidence Collection: Auditors shall collect objective evidence through interviews, observation of activities, and review of documented information. The Harmonized Internal Audit Checklist (Form-003) shall be used to document evidence against each applicable clause and regulatory scheme.

For each checklist item, auditors shall record:
1. Status: C (Conforming), NC-Maj, NC-Min, OBS, OFI, or N/A
1. Objective evidence reviewed (document references, record IDs, interview notes)
1. Finding reference number (if nonconformity or observation identified)

6.4.3 Regulatory Scheme Mapping: When auditing against multiple schemes simultaneously, auditors shall reference the applicable regulatory requirement from each in-scope scheme as mapped in the checklist. This ensures that a single finding is properly cross-referenced to all affected regulations.

6.4.4 Closing Meeting: The Lead Auditor shall conduct a closing meeting to present audit findings, clarify any misunderstandings, confirm finding classifications, and agree on timelines for corrective action responses.
6.5 Finding Classification
Audit findings shall be classified using the following categories:
	Category
	Criteria

	Major NC
	Absence or total breakdown of a system to meet a requirement. Condition that would result in probable shipment of nonconforming product. Condition resulting in or potentially resulting in a safety hazard or regulatory violation.

	Minor NC
	A lapse or isolated incident in meeting a requirement that is unlikely to result in the failure of the QMS or reduce its ability to assure controlled processes or products.

	Observation
	A situation noted during the audit that is not a nonconformity but could lead to one if not addressed. A weakness or trend that warrants attention.

	OFI
	An area where the QMS could be enhanced beyond minimum compliance. Not a deficiency, but a best-practice recommendation.


6.6 Audit Reporting
The Lead Auditor shall prepare the Harmonized Internal Audit Report (Form-004) within 10 business days of the closing meeting. The report shall include:
1. Report identification (number, plan reference, dates)
1. Audit scope and applicable regulatory schemes (Y/N for each scheme)
1. Executive summary of audit results
1. Findings summary with counts by category
1. Detailed finding records including: finding statement, objective evidence, regulatory references for each applicable scheme, regulatory impact assessment, required corrective action, and due date
1. Audit closure verification checklist

Regulatory Impact Assessment: For each finding, the Lead Auditor shall assess the regulatory impact across all applicable schemes. This multi-scheme impact assessment is documented in the Finding Detail Template of Form-004 and shall identify all regulatory references affected by the finding.

Report Approval: The audit report shall be signed by the Lead Auditor, acknowledged by the Auditee Representative, and approved by the QA Manager.
6.7 Corrective Action and Follow-Up
For all Major and Minor Nonconformities, the auditee shall provide a corrective action response that includes root cause analysis and proposed corrective actions. Timelines for corrective action responses:
1. Major NC: Root cause analysis and corrective action plan within 15 business days
1. Minor NC: Root cause analysis and corrective action plan within 30 business days
1. Observations: Response within 60 business days (or next audit cycle)

All findings shall be entered into the CAPA system with assigned due dates. The Lead Auditor or designee shall verify the effectiveness of corrective actions. Follow-up audits shall be scheduled as necessary, particularly for Major NCs.

QMSR NOTE: Under QMSR, CAPA remains a high FDA inspection priority (§820.10(b)(5)). Ensure corrective actions from internal audits are properly linked to the CAPA system and tracked to closure.
6.8 Management Review Input
Internal audit results shall be reported to management review as a required input per ISO 13485 Cl.5.6.2. The audit program summary presented at management review shall include:
1. Audit schedule adherence (planned vs. completed)
1. Summary of findings by category and trend analysis
1. Status of corrective actions from previous audits
1. Repeat findings analysis
1. Auditor competence and resource adequacy assessment
1. Recommendations for audit program improvements

QMSR NOTE: Management review records are now subject to FDA inspection under QMSR. Ensure audit-related management review inputs and outputs are well-documented.
6.9 Post-Audit Verification
Upon completion of the audit cycle, the Audit Program Manager shall complete the Post-Audit Verification checklist on the Audit Plan (Form-002), confirming:
1. All planned audit areas were covered in audit report(s)
1. All applicable regulatory schemes per certification scope were audited
1. Audit report references match plan (report number, clause/process, applicable schemes)
1. Any deviations from plan are documented with justification
1. Findings from audit report are entered into CAPA system with due dates
1. Management review scheduled to include audit results


7. Records
The following records shall be maintained as evidence of the internal audit program. All internal audit records are subject to regulatory inspection.
	Record
	Retention
	Storage

	Auditor Qualification Records (Form-001)
	Lifetime of QMS + applicable retention period
	[eQMS / Document Control]

	Annual Audit Program / Plan (Form-002)
	Minimum 10 years per longest applicable regulatory requirement
	[eQMS / Document Control]

	Audit Checklists (Form-003)
	Minimum 10 years
	[eQMS / Document Control]

	Audit Reports (Form-004)
	Minimum 10 years; 15 years for implantable devices per EU MDR Art.10(8)
	[eQMS / Document Control]

	CAPA records linked to audit findings
	Per CAPA procedure retention requirements
	[eQMS / CAPA System]

	Management review records (audit inputs)
	Per management review procedure
	[eQMS / Document Control]


8. Revision History
	Rev
	Date
	Author
	Description

	A
	[Date]
	[Name]
	Initial release. New procedure to meet ISO 13485:2016 Cl.8.2.2 and FDA QMSR requirements effective February 2, 2026. Harmonized with MDSAP and EU MDR requirements.
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