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[bookmark: _Toc207004420][bookmark: _Toc201931844][bookmark: _Toc199759710]Introduction 
This document is an internal audit plan template designed to assist organizations in effectively planning, conducting, and reporting internal audits as part of their Biorisk Management System (BRMS) within the organization’s Quality Management System (QMS). The template defines the scope, objectives, audit criteria, audit activities, and resource requirements needed to plan and execute an internal BRMS audit. This template is not exhaustive and should be tailored to meet your organization’s specific needs.

[bookmark: _Toc207004421]Scope 
This template aligns with the Internal Audit Program Overview for Laboratory Biorisk Management Systems to support BRMS activities.

Instructions for Using this Template

1. Customization Required:
· The format and content of this template must be modified as needed to align with your organization's document control, QMS, and regulatory requirements.
· It is your organization’s responsibility to take any necessary actions to ensure that the information within this document remains applicable.
· Customize tables by adding or deleting rows.

2. Text Color Coding:
· Black Text: Provides appropriate input and can be changed, deleted, or modified, as needed, to fit your organization’s specific requirements.
· Italicized Red Text [Bracketed]: Indicates placeholders where organization-specific information must be inserted and the bracketed text removed.
· Italicized Red Text (Not Bracketed): Indicates instructional text to support completion of the template and may be deleted once the template is completed.

3.  Additional Resources: 
· This template is used in conjunction with the Internal Audit Report Template and the Corrective Action Plan Template to document audit results and follow-up actions.

For questions, please contact dlsbiosafety@cdc.gov. 
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Disclaimer: The information in this document was compiled by the authors and does not represent the official position of the Centers for Disease Control and Prevention (CDC). This document does not guarantee compliance with any federal, state, local, or institutional regulations. The use of trade names or commercial sources is for identification purposes only and does not imply endorsement by the CDC or the U.S. Department of Health and Human Services.


Internal Audit Plan – Laboratory BRMS

1. Purpose
The purpose of this internal audit plan is to establish a structured approach to evaluating the effectiveness, conformity, and continual improvement of the Biorisk Management System (BRMS) at [insert organization name].

2. Scope
This document applies to [insert roles, departments, or functions responsible for internal audit activities within the organization (e.g., Senior Management, Biorisk Management Advisor, Internal Audit Program personnel, and designated Internal Auditors)].

Note: This section defines the overall applicability of the audit plan. Detailed identification of personnel, departments, activities, and locations is documented in the sections below.

3. Audit Identification
	Parameter 
	Description

	Audit ID
	[Insert unique audit ID]

	Organization
	[Insert organization name]

	Audit Lead
	[Insert name]

	Planned Start Date
	[Insert date]

	Planned End Date
	[Insert date]

	Audit Type
	Routine          ☐
	Follow-up      ☐
	Targeted         ☐
	Risk-based    ☐



4. Audit Objectives 
Document the objectives of the audit.
4.1. [Insert primary audit objective (e.g., To assess the organization’s conformity with BRMS requirements and relevant standards)].
4.2. [Insert additional objectives as needed].

5. Audit Scope
This section defines the organizational areas, BRMS components, and physical locations included in this audit.

5.1.  BRMS Roles and Responsibilities
The table below identifies organizational departments responsible for implementing and supporting components of the BRMS that are included in this audit.
	BRMS Domain
	Responsible Department
	Primary Contact (Name and Email)
	Role in BRMS

	Biorisk Management Committee
	[Insert department]
	[Insert name and email]
	[Insert role (e.g., Sets policy and oversees BRMS implementation)]

	Facilities
	[Insert department]
	[Insert name and email]
	[Insert role (e.g., Maintains physical infrastructure and equipment)]

	Health
	[Insert department]
	[Insert name and email]
	[Insert role (e.g., Supports occupational health and incident review)]

	Safety
	[Insert department]
	[Insert name and email]
	[Insert role (e.g., Oversees general lab safety and compliance)]

	Security
	[Insert department]
	[Insert name and email]
	[Insert role (e.g., Controls access, surveillance, and incident logs)]

	Support Services
	[Insert department]
	[Insert name and email]
	[Insert role (e.g., Provides IT, HR, admin, or logistics support)]



5.2. BRMS Components Included in the Audit
The table below identifies the BRMS components that will be evaluated during this audit.
	BRMS Component
	Audited (Y/N)
	Focus of Review

	Context of the organization
	[Y/N]
	[Insert focus (e.g., Review of policies and external issues)]

	Leadership
	[Y/N]
	[Insert focus]

	Planning
	[Y/N]
	[Insert focus]

	Support
	[Y/N]
	[Insert focus]

	Operation
	[Y/N]
	[Insert focus]

	Performance Evaluation
	[Y/N]
	[Insert focus]

	Improvement 
	[Y/N]
	[Insert focus]



5.3. Physical and Operational Areas / Exclusions
The table below identifies the physical locations and operational processes included within the audit scope.
	Room / Area
	 Department / Unit
	Process / SOP
	Notes

	[Insert Location]
	[Insert department / unit]
	[Insert process / SOP]
	[Insert notes]

	[e.g., 101]
	[e.g., Main Lab]
	[e.g., Sample handling]
	[e.g., Includes BSL-2 work]



The table below identifies any areas, departments, or processes explicitly excluded from this audit.
	Room / Area
	 Department / Unit
	Process / SOP
	Justification

	[Insert Location]
	[Insert department / unit]
	[Insert process / SOP]
	[Insert notes]

	[e.g., 102]
	[e.g., Storage]
	[e.g., Chemical storage]
	[e.g., Area scheduled for audit in Q3 under separate audit plan]



6. Audit Criteria
This section identifies the standards, policies, procedures, and other requirements that will be used as the audit criteria.
	Standard / Policy / Requirement
	Notes

	[Insert standard, regulation, SOP/procedure title and document ID]
	 [Insert notes]

	[e.g., ISO 35001; Organization’s biosafety and biosecurity SOPs; National regulations; Previous audit findings; Corrective Action Plan]
	[e.g., International biorisk management standard; internal procedures and manuals; applicable legal requirements; follow-up on past nonconformities]



7. Audit Team
7.1. Auditor Selection
7.1.1. Internal auditors assigned to this audit shall be selected in accordance with the Internal Audit Program Manual.
7.1.2. Auditor selection shall consider demonstrated knowledge of BRMS requirements, familiarity with applicable standards, and experience in conducting internal audits.
7.1.3. Auditors shall not audit activities for which they have direct operational responsibility.

7.2. Auditor Training Requirements
7.2.1. Auditor training shall be conducted and maintained in accordance with the Internal Audit Program Manual and applicable organizational training procedures.
7.2.2. Required training shall include BRMS fundamentals, internal audit methodology, and the use of approved audit tools and templates.
7.2.3. Records of completed auditor training shall be maintained at [insert records retention location].
7.2.4. The completion status of required auditor training shall be documented below.
	Training Topic
	Completed (Y/N)
	Date Completed

	BRMS Overview
	[Y/N]
	[Insert date]

	Internal Audit Plan
	[Y/N]
	[Insert date]

	Internal Audit Report Template
	[Y/N]
	[Insert date]

	Corrective Action Plan Template
	[Y/N]
	[Insert date]

	Auditing Tools / Systems
	[Y/N]
	[Insert date]

	[Insert additional training topic]
	[Y/N]
	[Insert date]



7.3. Auditor Competency and Records
7.3.1. Auditor competency shall be evaluated prior to assignment to the audit team.
7.3.2. Competency evaluations shall be conducted in accordance with the Internal Audit Program Manual and applicable organizational procedures.
7.3.3. Auditor qualification and competency records shall be maintained at [insert records retention location].

7.4. Auditor Team Roster and Qualifications
The table below documents the assigned audit team members and their qualifications.
	Auditor Name
	Role
	Training Completed
(Y/N, Date)
	Evidence of Competency 
	Security Clearance (Y/N)
	Notes

	[e.g., Dr. Jane Smith]
	Lead
	[e.g., Y, 06/01/2026]
	[e.g., CV on file, passed quiz]
	[e.g., Y]
	[e.g., Extensive BRMS audit experience]

	[Insert Name]
	Backup Lead
	[Y/N, insert date]
	[Insert evidence]
	[Y/N]
	[Insert notes]

	[Insert Name]
	Auditor
	[Y/N, insert date]
	[Insert evidence]
	[Y/N]
	[Insert notes]

	[Insert Name]
	Substitute
	[Y/N, insert date]
	[Insert evidence]
	[Y/N]
	[Insert notes]



8. Audit Schedule 
This section defines the planned audit activities, timing, and locations.
	Audit Activity
	Date(s)
	Department / Unit Assessed
	Notes

	Document Review 
	[Insert date(s)]
	[Insert department / unit]
	[Insert notes]

	Facilities Walkthrough 
	[Insert date(s)]
	[Insert department / unit]
	[Insert notes]

	Interviews
	[Insert date(s)]
	[Insert department / unit]
	[Insert notes]



9. Resources Required 
This section identifies resources necessary to conduct the audit effectively and safely.
	Resources Needed
	Related Audit Activity
	Required (Y/N)
	Notes

	[Insert resource]
	[Insert activity]
	[Y/N]
	[Insert notes]

	[e.g., Access to facilities and documentation]
	[e.g., Document Review]
	[e.g., Y]
	[e.g., Requires prior approval]



10. Facilities Reservation
10.1. Facilities required to conduct audit activities shall be identified prior to audit execution.
10.2. Reservations shall be coordinated with the responsible department or facility manager and conducted in accordance with applicable organizational procedures [insert facility reservation procedure or SOP title and document ID].

11. Managing Records Requests from Auditors 
11.1. Requests for documents, records, or data during the audit shall be managed in accordance with organizational document control, records management, and information security procedures [insert records management procedure or SOP title and document ID].
11.2. Access to controlled documents shall be granted only through authorized personnel.
11.3. Confidential, proprietary, or sensitive information shall be handled in accordance with organizational information security requirements.

12. Communication Plan
12.1. Communication with Auditees
12.1.1.  The approved audit scope, objectives, schedule, and expectations shall be communicated to auditees prior to audit execution.
12.1.2. Auditees shall be informed of required documentation, interview availability, and facility access requirements.
12.1.3. Communication with auditees shall be conducted in accordance with the Internal Audit Program Manual.

12.2. Communication with Audit Team
12.2.1. Audit team members shall receive the approved audit scope, objectives, criteria, and schedule prior to execution.
12.2.2. Audit coordination meetings or briefings shall be conducted as necessary to ensure alignment of audit approach and responsibilities.
12.2.3. Communication with the audit team shall be conducted in accordance with the Internal Audit Program Manual.

13. Risk Considerations 
This section identifies risks associated with conducting the audit and outlines mitigation strategies to ensure safety and continuity of operations.
	Risk Area
	Risk / Consideration
	Mitigation
	Responsible Person
	Notes

	[Insert risk area]
	[Insert risk]
	[Insert mitigation]
	[Insert name]
	[Insert notes]

	[e.g., Walkthrough]
	[e.g., Disruption to lab operations]
	[e.g., Schedule during off-peak hours]
	[e.g., Lab Supervisor]
	[e.g., Requires advance notice]



14. Internal Audit Report
14.1. All findings identified during audit execution shall be documented in the Internal Audit Report and categorized in accordance with Appendix A: Audit Finding Categories and Definitions.
14.2. The approved Internal Audit Report Template is located at [insert document location].

15. Addressing Audit Findings  
15.1. For each nonconformity identified in the Internal Audit Report, a separate Corrective Action Plan (CAP) shall be initiated using the approved CAP Template [insert document location].
15.2. The responsible organizational unit shall complete and submit the CAP to the Internal Audit Program within thirty (30) calendar days of issuance of the final audit report.
15.3. CAPs shall be managed, tracked, verified for effectiveness, and formally closed in accordance with the Internal Audit Program Manual.
15.4. CAP documentation shall be maintained as a separate controlled document and linked to the associated Internal Audit Report and Audit Plan for traceability.

16. Plan Approval
	Role
	Signature
	Date

	Lead Auditor
	[Insert signature]
	[Insert date]

	

	Role
	Signature
	Date

	Biorisk Management Advisor
	[Insert signature]
	[Insert date]

	

	Role
	Signature
	Date

	Senior Management Representative
	[Insert signature]
	[Insert date]





17. References 
Include applicable standards, regulations, and organizational documents referenced in this audit plan. Remove any references that do not apply and add organization-specific references as needed.
17.1. International Organization for Standardization (ISO). 2018. ISO 19011:2018 – Guidelines for auditing management systems. 
17.2. International Organization for Standardization (ISO). 2019. ISO 35001:2019 – Biorisk management for laboratories and other related organizations. 
17.3. World Health Organization (WHO). 2020. Laboratory biosafety manual, 4th edition.

18. Appendix
18.1. Appendix A: Audit Finding Categories and Definitions

19. Revision History
Use this table to document any updates made to this template.
	Revision Number
	Document Change Request (DCR) #
	Change Summary

	[Insert information]
	[Insert information]
	[Insert information]



20. Template Approval Signature
This approval applies to the use of this template only and does not replace the required review and approval of individual audit plans developed using this template.
	Approved By
	Role

	
[Insert signature]

	Top Management Representative




Appendix A: Audit Finding Categories and Definitions
The table below provides example categories and definitions commonly used in internal audits aligned with QMS-based systems. Organizations should adapt this list based on their specific QMS requirements, regulatory obligations, and operational context. Additional categories or numeric scoring systems may also be added.
	Category
	Definitions

	Conformities
	A requirement that was evaluated during the audit and found to be fully implemented and effective, as supported by objective evidence.

	Immediate Actions
	Urgent, short-term measures taken to promptly control, contain, or mitigate the effects of a nonconformity or associated risk at the time it is identified.

	Major Nonconformities
	A significant failure to meet a requirement, indicating a serious risk to safety, compliance, or BRMS integrity, or evidence of a systemic breakdown in implementation.

	Minor Nonconformities
	A deviation from a requirement that does not indicate a systemic failure; typically, isolated and correctable through routine corrective action.

	Noteworthy Efforts
	A practice, process, or implementation observed during the assessment that exceeds standard expectations or demonstrates an especially effective or efficient approach to meeting BRMS objectives.

	Observations
	A noted condition that is not a nonconformity but may lead to one if not monitored or addressed.

	Opportunities for Improvement
	A suggestion identified during the audit that, while not a nonconformity or risk, could enhance the efficiency, effectiveness, or robustness of the BRMS.
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