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[bookmark: _Toc207004420][bookmark: _Toc201931844]Introduction 
This document is a Corrective Action Plan Template designed to assist organizations in managing corrective and preventive actions resulting from internal audits. These audits are conducted as part of their Biorisk Management System (BRMS) within the organization’s Quality Management System (QMS). The template documents root cause analysis, corrective and preventive actions, implementation resources, monitoring activities, and verification of effectiveness. 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 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 Plan Template and the Internal Audit Report Template to manage audit findings and corrective 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.
	

Corrective Action Plan (CAP) – Laboratory BRMS

1. CAP 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]

	Category
	Major ☐
	Minor ☐

	Nonconformity ID
	[Insert the unique reference ID assigned to the specific nonconformity identified during the audit]

	Requirement ID
	[Insert the identifier of the requirement associated with this nonconformity (e.g., SOP ID, policy reference, or standard clause), if applicable]

	Audit Dates  
	[Insert the date or date range during which the audit activities related to this nonconformity were conducted]

	Immediate Action Taken
	Yes ☐
	No ☐

	
	If Yes: [Briefly summarize the immediate action taken and reference the applicable section of the Internal Audit Report]

	RCA Date:
	[Insert date]



2. Root Cause Analysis (RCA)
This section documents the systematic analysis conducted to identify the underlying root cause(s) of the nonconformity. Root cause analysis shall be completed prior to finalizing corrective and preventive actions.

2.1.  RCA Team
Identify individuals participating in the Root Cause Analysis (RCA) process. The facilitator shall have appropriate RCA training or demonstrate competence in RCA methodologies.
Include personnel with knowledge of the affected process and authority to evaluate contributing factors. Cross-functional participation is encouraged when appropriate.
	Name
	Role
	Date of last RCA training

	[Insert Information]
	[Facilitator]
	[Insert Information]

	[Insert Information]
	[Member]
	[Insert Information]

	[Insert Information]
	[Member]
	[Insert Information]

	[Insert Information]
	[Member]
	[Insert Information]

	[Insert Information]
	[Member]
	[Insert Information]



2.2. Investigation Interviews and Evidence Review
Document relevant information obtained through interviews, document review, and direct observation that informed the root cause analysis.
	[Describe key findings from interviews with involved personnel]



2.3. Problem Statement
Use the following prompts to construct a clear and measurable problem statement:
2.3.1. Who is experiencing the problem?  (Identify the department, process, or function - not individuals).
	[Insert response]



2.3.2. What is the nonconformity or problem? (Describe the gap between the current and desired state. Include measurable impacts).
	[Insert response]



2.3.3. Where does this problem occur? (Specify the location, system, or process affected).
	[Insert response]



2.3.4. When does this problem occur? (Include timing, frequency, or triggering conditions).
	[Insert response]




2.3.5. Why is the problem important to solve (beyond closing the nonconformity)? (Consider safety, cost, compliance, or efficiency improvements).
	[Insert response]




2.4. Problem Scope and Current Process 
Define the scope of the problem and describe how the affected process currently operates. This section should clarify the extent of impact and identify where breakdowns or gaps exist in the current system.
	Problem Statement:
	[Draft a concise problem statement using the SMART format (Specific, Measurable, Achievable, Relevant & Time-bound)]

	Problem Scope

	Processes Affected
	Departments Involved
	Time Period Reviewed
	Frequency of Occurrence

	[Insert process(es)]
	[Insert departments]
	[Insert time period]
	[Insert frequency, if known]

	Current Process Description

	[Describe how the process currently functions in practice and identify where gaps, breakdowns, or risks exist]





2.5. Root Cause Categories (Fishbone Diagram-Optional)
The Fishbone (Ishikawa) method may be used to systematically identify and categorize contributing factors associated with the nonconformity. Completion of a Fishbone diagram is optional but recommended when multiple potential causes or systemic issues are suspected. Refer to Appendix A for instructions and an example.

Regardless of the format used, all identified contributing factors shall be documented in the table below for record retention and traceability.




2.5.1. Root Cause Categories 
	☐ Process/Policy/SOP     ☐ People/Training/Knowledge      ☐ Tools/Technologies 

☐ Environment      ☐ Measurement     ☐ Materials      ☐ Other: ________________________
Problem Statement




2.5.2. Fishbone Analysis Summary
	Root Cause Category
	Contributing Factors Identified
	Notes / Rationale (Optional)

	Process/Policy/SOP
	[Insert contributing factors]
	[Insert notes, if applicable]

	People/Training/Knowledge
	[Insert contributing factors]
	[Insert notes, if applicable]

	Tools/Technologies
	[Insert contributing factors]
	[Insert notes, if applicable]

	Environment
	[Insert contributing factors]
	[Insert notes, if applicable]

	Measurement
	[Insert contributing factors]
	[Insert notes, if applicable]

	Materials
	[Insert contributing factors]
	[Insert notes, if applicable]

	Other
	[Insert contributing factors]
	[Insert notes, if applicable]






2.6.   5-Whys Root Cause Analysis
The 5-Whys method shall be used to systematically analyze contributing factors and identify the underlying root cause(s) of the nonconformity.

Multiple root causes may be identified. The number of “Why” steps is not fixed and shall be sufficient to reach the underlying systemic cause(s) rather than a predetermined number.
After each “Why,” apply the following validation question: If this cause were removed, would the problem be prevented? This helps determine whether the identified factor represents a true root cause or merely a contributing factor.
Complete each step below:
	Why Step
	Why Did This Occur?
	Is This the Root Cause?
	If Yes, Why?

	1. 
	[Insert Reason]
	☐Yes   ☐No

	 [Insert Validation]

	2. 
	[Insert Reason]
	☐Yes   ☐No

	 [Insert Validation]

	3. 
	[Insert Reason]
	☐Yes   ☐No

	 [Insert Validation]

	4. 
	[Insert Reason]
	☐Yes   ☐No

	 [Insert Validation]

	5. 
	[Insert Reason]
	☐Yes   ☐No

	 [Insert Validation]





3. Corrective Action Plan 
This section documents the corrective and preventive actions developed to address each identified root cause. Actions shall eliminate the root cause(s) and prevent recurrence of the nonconformity. Actions shall meet SMART criteria (Specific, Measurable, Achievable, Relevant, Time-bound).
Multiple corrective or preventive actions may be required for a single root cause.
	Corrective Action (CA) / Preventive Action (PA) Plan

	Action Description
	[Insert description]

	Type
	Person Responsible
	Start Date 
	Target Completion Date
	Change Request ID (If Applicable) 

	☐ CA
☐ PA
	[Insert name and role]
	[Insert date]
	[Insert date]
	[Insert ID]

	Training and Resource Impact (If Applicable)

	[Describe any training, resources, or support required to successfully implement the corrective and preventive actions. This may include training for personnel, allocation of staff time, access to tools or systems, funding, equipment, or other resources necessary to support implementation.

Training and resources should be appropriate to the nature of the corrective or preventive action and targeted to personnel or functions whose roles or responsibilities are impacted. Where training is required, describe how training effectiveness will be evaluated (e.g., observation, competency assessment, review of records, or follow-up monitoring)].



Training and documentation associated with corrective or preventive actions shall be managed in accordance with applicable organizational procedures.

4. Control and Monitoring Plan 
This section defines the control measures and monitoring activities implemented to ensure sustained effectiveness of corrective and preventive actions. Control measures support integration of improvements into routine operations, and monitoring verifies that implemented actions continue to perform as intended.

4.1. Control Plan 
Document the control measures established to sustain improvements and prevent recurrence. For each control measure, identify the responsible personnel and acceptable performance criteria.
The person responsible will implement the control measures, and the designated point of contact will assess whether the controls are effectively implemented and function as intended in routine operations.
	Control Action/ Measure
	Person
Responsible
	Acceptable Range or Criteria
	Point of Contact (POC)

	[Insert control]
	[Insert name]
	[Insert range /criteria]
	[Insert name]

	[Insert control]
	[Insert name]
	[Insert range /criteria]
	[Insert name]

	[Insert control]
	[Insert name]
	[Insert range /criteria]
	[Insert name]




4.2. Monitoring Plan
Document how implemented actions will be monitored to verify ongoing effectiveness. Monitoring activities shall include defined responsibilities, frequency, measurable indicators, and documentation methods.
Monitoring should focus on measurable indicators that demonstrate sustained compliance or performance improvement.
	Monitoring Activity
	
[Insert Description]


	Data Collection Lead
	Monitoring Frequency
	Start Date
	End Date

	[Insert name]
	[Insert frequency]
	[Insert date]
	[Insert date]

	Method

	[Describe how monitoring will be performed, including what will be reviewed or measured, the performance expectations or criteria, and how results will be documented and evaluated.

Example: Weekly review of completed inventory logs to confirm ≥95% completion; results documented in the inventory tracking system and reviewed monthly by the supervisor]




5. CAP Submission and Approval
By signature below, the undersigned confirms that this CAP has been submitted, reviewed, and approved in accordance with the organization’s BRMS governance and internal audit processes. 

Approval signifies agreement with the identified corrective and preventive actions, assigned responsibilities, and proposed implementation timelines, and confirms that appropriate authority and resources will be provided to support implementation.
	Submitted By
	Role
	Signature
	Date

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

	

	Reviewed By
	Role
	Signature
	Date

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

	

	Approved By
	Role
	Signature
	Date

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



6. CAP Verification of Effectiveness and Closeout
Corrective and preventive actions will remain open for a sufficient period to verify that all actions have been implemented and are effective in addressing the identified nonconformity. 
	Verified By
	Role 
	Signature
	Date

	[Insert name]
	Designated Internal Auditor
	[Insert signature]
	[Insert date]



6.1. Corrective Action Closeout
By signature below, the undersigned confirms that corrective and preventive actions have been implemented, verified as effective, and formally closed.
	Closed By
	Role
	Signature
	Date

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


Note: In smaller organizations, roles may be combined where appropriate, provided independence is maintained for verification of effectiveness.


7. 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.
7.1. International Organization for Standardization (ISO). 2018. ISO 19011:2018 – Guidelines for auditing management systems. 
7.2. International Organization for Standardization (ISO). 2019. ISO 35001:2019 – Biorisk management for laboratories and other related organizations. 
7.3. Ishikawa, K. (1986). Guide to Quality Control (2nd rev. ed.). Asian Productivity Organization.
7.4. USDA – Fishbone Diagram Instructions. Practical explanation of fishbone diagrams and their use in root cause analysis

8. Appendix
8.1.  Appendix A: Fishbone (Ishikawa) Diagram Directions and Example

9. 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]



10. Template Approval Signature
This approval applies to the use of this template only and does not replace the required review, approval, or closeout of individual corrective action plans developed using this template.
	Approved By
	Role

	
[Insert signature]

	Top Management Representative




Appendix A: Fishbone (Ishikawa) Diagram Directions and Example

1. Purpose
This appendix provides additional information on using a Fishbone diagram to support root cause analysis of audit nonconformities. The Fishbone diagram is a structured brainstorming tool that helps visually organize potential causes of a problem to support the identification of underlying root causes.

2. How to Use a Fishbone Diagram
To develop a Fishbone diagram:
2.1. Clearly define the problem or nonconformity being analyzed and document it as the problem statement at the “head” of the diagram.
2.2. Identify major cause categories (e.g., People, Process, Tools, Environment, Materials, Measurement) and place them as the main branches.
2.3. Brainstorm potential contributing factors and add them as smaller “bones” under the appropriate category.
2.4. Review the diagram to identify the most likely root causes that warrant further analysis or corrective action.
The Fishbone diagram supports systematic evaluation and helps ensure that contributing factors are considered comprehensively.

3. Fishbone Diagram Example
The example below illustrates how a Fishbone diagram may be completed for a sample issue. This example is provided for reference only; organizations should tailor categories and content to their specific context.
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