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[bookmark: _Toc207004420][bookmark: _Toc201931844][bookmark: _Toc199759710]Introduction 
This document is an Internal Audit Report Template designed to assist organizations in documenting and reporting the results of internal audits. These audits are conducted as part of the organization’s Biorisk Management System (BRMS) within its Quality Management System (QMS). The template provides a standardized structure for documenting audit methodology, audit findings, immediate actions, and required follow-up activities. This template is not exhaustive and should be tailored to meet your organization’s specific needs.

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

Instructions for Using the 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 Plan Template and the Corrective Action Plan Template to support audit planning and follow-up activities.
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 Report – Laboratory BRMS

1. Audit Identification
	Parameter 
	Description

	Audit ID
	[Insert the unique audit ID to link the audit plan, audit report, and associated corrective action plan(s)]

	Organization
	[Insert organization name]



2. Audit Objectives, Scope, and Criteria
This audit was conducted in accordance with the Internal Audit Plan. The audit objectives, scope, and criteria were established in the plan and were applied as written during audit execution. The approved Internal Audit Plan is located at [insert document location].

3. Audit Methodology
The audit was conducted using the methodology defined in the approved Internal Audit Plan. The activities below reflect the audit procedures performed and the objective evidence obtained during execution:
Ensure that the activities documented below reflect what was actually performed during the audit. If deviations from the approved audit plan occurred, briefly note the reason in the “Summary of Evidence” column.
	Audit Activity Performed
	Date(s) Conducted
	Area / Unit Assessed
	Summary of Evidence

	Document Review 
	[Insert date(s)]
	[Insert area/unit]
	[Insert summary (e.g., Reviewed training logs and SOPs)]

	Facilities Walkthrough 
	[Insert date(s)]
	[Insert area/unit]
	[Insert summary (e.g., Assessed PPE usage and storage security controls)]

	Interviews
	[Insert date(s)]
	[Insert area/unit]
	[Insert summary (e.g., Discussed training procedures with staff)]



4. Audited Unit Representatives
Identify the representatives from the audited unit who participated in the audit or who are responsible for follow-up actions. Include leadership or oversight roles relevant to the audited scope.
Include only those individuals who participated in the audit process or who are responsible for reviewing findings or implementing follow-up actions. 


	Role
	Name
	Department /  Unit
	Role in Audit

	Scientific Management
	[Insert name]
	[Insert unit]
	[Insert role in audit]

	Biorisk Management Advisor
	[Insert name]
	[Insert unit]
	[Insert role in audit]

	Senior Management Representative
	[Insert name]
	[Insert unit]
	[Insert role in audit]


 
5. Auditor Team Information
Document the individuals who conducted this audit. Include each auditor’s role and the dates participated.
Ensure that assigned auditors were independent of the activities audited. If substitute auditors participated, document their dates of involvement clearly.
	Name
	Audit Role
	Date(s) Participated

	[Insert name]
	[Insert role]
	[Insert date(s)]

	[e.g., Dr. Maria Chen]
	[e.g., Lead Auditor]
	[e.g., January 10–12, 2026]


Note: If multiple auditors participated on different days or at different locations, use additional rows or group by date as needed.

6. Audit Key Findings
This section documents the results of the audit based on objective evidence collected during execution. Findings shall be supported by verifiable evidence and classified in accordance with Appendix A: Audit Finding Categories and Definitions. Each finding must be traceable to a defined requirement included in the approved Internal Audit Plan.

6.1. Summary of Findings
Counts should reflect the total number of unique findings in each category. Do not double-count findings that span multiple requirements.
	Category
	Total Count

	Noteworthy Efforts
	[Insert number]

	Conformities
	[Insert number]

	Major Nonconformities
	[Insert number]

	Minor Nonconformities
	[Insert number]

	Observations
	[Insert number]

	Opportunities for Improvement
	[Insert number]


Note: Immediate Actions are documented at the individual nonconformity level and are not presented as a separate finding category.




6.2. Noteworthy Efforts
Noteworthy efforts are audit-verified practices that exceeded expectations and demonstrated particularly effective or innovative approaches to fulfilling BRMS requirements.
	Area Assessed
	Description 
	Evidence

	[Insert area]
	[Insert description]
	[Insert evidence]

	[e.g., Sample tracking]
	[e.g., Fully automated digital chain-of-custody system used for specimen management]
	[e.g., SOP-104, staff interview]



6.3. Conformities
Conformities are requirements evaluated during the audit that were fully met, as supported by objective evidence.
	Requirement ID
	Description
	Evidence

	[Insert ID]
	[Insert description]
	[Insert evidence]

	[e.g., SOP-006]
	[e.g., Freezers secured with two-step access control]
	[e.g., Walkthrough observation, keycard logs]



6.4. Nonconformities
Nonconformities are deviations from established requirements identified during the audit, classified as major or minor based on their severity and potential impact.

Immediate actions may be required for either major or minor nonconformities, depending on the level of risk and the need to promptly control, contain, or mitigate potential impacts. Immediate actions are documented at the individual nonconformity level.

6.4.1. Major Nonconformities
Ensure each nonconformity includes sufficient detail to support corrective action planning and root cause analysis.
	Nonconformity ID
	Requirement ID
	Description
	Evidence
	Immediate Action
(Y/N – If Yes, Describe)
	Corrective Action Expectation

	[Insert ID]
	[Insert ID]
	[Insert description]
	[Insert evidence]
	[Y/N]
	[Insert expectation]

	[e.g., NC-01]
	[e.g., SOP-010]
	[e.g., Emergency eyewash not functional in BSL-3 lab]
	[e.g., Photos, staff interviews]
	[e.g. N]
	[e.g., Repair station and reinstate weekly inspection logs]



6.4.2. Minor Nonconformities
	Nonconformity ID
	Requirement ID
	Description
	Evidence
	Immediate Action
(Y/N – If Yes, Describe)
	Corrective Action Expectation

	[Insert ID]
	[Insert ID]
	[Insert description]
	[Insert evidence]
	[Y/N]
	[Insert expectation]

	[e.g., NC-02]
	[e.g., SOP-002]
	[e.g., Missing annual training certificate in 1 of 15 staff files]
	[e.g., Training records review]
	[e.g., N]
	[e.g., Update record and verify file completeness quarterly]



6.5. Observations 
Observations are conditions that do not currently represent nonconformities but may lead to them if unaddressed.
	Observation ID
	Requirement ID
	Observation
	Evidence

	[Insert ID]
	[Insert ID]
	[Insert observation]
	[Insert evidence]

	[e.g., OBS-01]
	[e.g., SOP-007]
	[e.g., Biosafety signage faded at lab entrances]
	[e.g., Walkthrough photo]



6.6. Opportunities for Improvement 
Opportunities for Improvement are insights or suggestions that may enhance the efficiency, robustness, or effectiveness of the BRMS.
	Opportunities for Improvement ID
	Requirement ID
	Opportunity
	Benefit or Rationale

	[Insert ID]
	[Insert ID]
	[Insert opportunity]
	[Insert benefit]

	[e.g., OFI-01]
	[e.g., ISO 35001 Clause 8.5]
	[e.g., Implement barcode-based tracking for biological material inventory]
	[e.g., Improves traceability, reduces manual entry errors, and supports real-time verification aligned with biorisk assessment requirements]



7. Follow-Up Activities
7.1. A Corrective Action Plan (CAP) shall be completed for each nonconformity identified in this audit using the approved CAP Template [insert document location].
7.2. For each observation, a written evaluation of potential risk shall be documented to determine whether additional action is required. Observation evaluations shall be documented in Appendix B of this audit report.
7.3. Responses to Opportunities for Improvement are optional but encouraged and may include planned actions or rationale for no action. Responses shall be documented in Appendix B of this audit report.
7.4. Completed CAPs and observation evaluations shall be submitted to the Internal Audit Program within thirty (30) calendar days of issuance of the final audit report.
Note: CAP documentation shall be maintained as a separate controlled document and linked to this audit report for traceability.

8. Response Submission Checklist
Use the checklist below to verify that all required follow-up documentation has been completed prior to submission to the Internal Audit Program.
	Requirement
	Completed (Y/N)

	Corrective Action Plan (CAP) completed and submitted for each nonconformity (including root cause analysis and control/monitoring plan)
	[Y/N]

	Observation risk evaluations documented in Appendix B
	[Y/N]

	Responses to Opportunities for Improvement documented in Appendix B, if applicable
	[Y/N]

	Supporting documents included, if applicable (e.g., SOPs, forms, training records)
	[Y/N]

	All required materials submitted to [Insert name or email] within thirty (30) calendar days
	[Y/N]



9. Audit Report Preparation
This audit report was prepared and finalized based on audit evidence collected by the audit team.
	Prepared By
	Role
	Signature
	Date

	[Insert name]
	Lead Auditor 
	[Insert signature]
	[Insert date]



	Reviewed By
	Role
	Signature
	Date

	[Insert name]
	Senior Management Representative
	[Insert signature]
	[Insert date]

	[Insert name]
	Biorisk Management Advisor
	[Insert signature]
	[Insert date]




10. 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.
10.1. International Organization for Standardization (ISO). 2018. ISO 19011:2018 – Guidelines for auditing management systems. 
10.2. International Organization for Standardization (ISO). 2019. ISO 35001:2019 – Biorisk management for laboratories and other related organizations. 

11. Appendices
11.1. Appendix A: Audit Finding Categories and Definitions
11.2. Appendix B: Observation Evaluations and Responses to Opportunities for Improvement

12. 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]



13. Template Approval Signature
This approval applies to the use of this template only and does not replace the required review of individual audit reports 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.




Appendix B: Observation Evaluations and Responses to Opportunities for Improvement

This appendix documents the evaluation of observations and responses to Opportunities for Improvement identified during the audit. Observations require assessment to determine potential risk and whether additional action is necessary. Opportunities for Improvement may include planned actions or documented rationale for no action.

1. Observation Risk Evaluation
Document the evaluation of each observation identified during the audit. Assess the associated risk and determine whether formal action is required. If an observation is reclassified as a nonconformity, record the associated Nonconformity ID to maintain traceability and proper linkage between records.
	Observation ID
	Observation
	Risk Evaluation
	Action Required (Y/N – If Yes, Describe)
	Elevated to Nonconformity (Y/N; If Yes, Reference NC ID)

	[Insert ID]
	[Insert observation]
	[Insert evaluation]
	[Y/N]
	[Insert rationale]

	[e.g., OBS-01]
	[e.g., Biosafety signage faded at laboratory entrance]
	[e.g., Low operational risk; signage remains legible, but visibility reduced]
	[e.g., Y, Replace signage within 30 days]
	[e.g. N]



2. Responses to Opportunities for Improvement
Document planned actions or provide justification if no action will be taken in response to each Opportunity for Improvement identified during the audit. 
Opportunities for Improvement do not require a CAP unless formally reclassified as a nonconformity.
	Opportunity ID
	Opportunity
	Planned Action (if any)
	Rationale for No Action (if applicable)

	[Insert ID]
	[Insert opportunity]
	[Insert action or N/A]
	[Insert rationale or N/A]

	[e.g., OFI-01]
	[e.g., Implement barcode-based tracking for biological inventory]
	[e.g., Conduct feasibility review during next fiscal planning cycle]
	[e.g., N/A]
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