CALMSHELL PHASE 4: COMPLIANCE
MONITORING & AUDIT PROCEDURES

Complete Monitoring, Audit, and Continuous Improvement
Framework

Canada / Ontario Edition — Version 1.0

EXECUTIVE OVERVIEW

Phase 4 establishes the comprehensive compliance monitoring and audit framework for
CALMSHELL. This framework ensures ongoing adherence to all policies, identifies areas for
improvement, and demonstrates accountability to users, regulators, and stakeholders.

Document Structure:

» Compliance monitoring framework
* Audit procedures and schedules

* Incident investigation protocols

+ Continuous improvement processes
» Compliance metrics and KPIs

* Reporting templates

* Audit checklists

* Root cause analysis procedures

» Corrective action planning

Target Audience: Compliance officers, audit teams, clinical governance, executive
leadership, and quality assurance staff.

SECTION 1: COMPLIANCE MONITORING FRAMEWORK

1.1 Continuous Compliance Monitoring System

Objective: Monitor compliance in real-time across all operational areas.



Monitoring Structure:
The compliance monitoring system operates at three levels:

Level 1: Automated Monitoring (Continuous)

» System-based monitoring of technical compliance
» Automated alerts for policy violations

» Real-time data collection and analysis

» Dashboard reporting

Level 2: Staff Monitoring (Weekly)

» Supervisor review of staff compliance
* Case file audits

* Process adherence verification

* Feedback and coaching

Level 3: Management Monitoring (Monthly)

» Compliance metrics review
* Trend analysis

* Risk assessment

» Escalation of concerns

1.2 Compliance Monitoring Areas

10 Core Monitoring Areas:

Area Monitoring Focus Frequency

Unauthorized access attempts, encryption

Data Security verification, backup integrity Continuous
Privacy Unauthorized disclosures, consent
d . . Weekly

Compliance compliance, data retention

Therapy Quality Chnlcgl notes qual.lty, treatment planning, Weekly
supervision compliance

Crisis Response Responsp time, appropriateness, follow-up Real-time
completion

Consent Consent form completion, consent Weekly

Management withdrawal, re-consent

Responsible Party

IT Security Team

Privacy Officer

Clinical Supervisor

Crisis Coordinator

Compliance Officer



Area Monitoring Focus Frequency Responsible Party

Subscription accuracy, refund processing,

Billing Accuracy billing disputes Weekly Billing Manager

Community Safety Moderation response time, violation handling, Daily Community Manager
appeal process

Therapist Credential renewal, supervision attendance, ..

Compliance performance Monthly Clinical Governance

User Satisfaction Support response time, complaint resolution, Weekly Customer Support
satisfaction scores Manager

Regulatory Policy adherence, documentation .

Compliance completeness, reporting Monthly Compliance Officer

1.3 Compliance Monitoring Procedures

Daily Monitoring Procedure:

Step 1: Automated Alerts Review

» System generates alerts for any policy violations or anomalies
» Alerts are reviewed by designated staff member
» Critical alerts are escalated immediately

Step 2: Community Safety Check

* Community moderation team reviews all community posts
* Violations are identified and acted upon
* Trends are noted

Step 3: Crisis Response Check

* Crisis coordinator reviews all crisis incidents from previous 24 hours
* Response appropriateness is assessed
* Follow-up completion is verified

Step 4: Documentation Review

» Sample of incident reports and documentation is reviewed
» Completeness and accuracy are verified
» Issues are noted for follow-up

Step 5: Alert Escalation

* Any critical issues are escalated to supervisor
* Immediate action is taken if needed



*  Documentation is updated

Weekly Monitoring Procedure:

Step 1: Compliance Metrics Review

* All compliance metrics are compiled and reviewed
» Trends are analyzed
» Targets are compared to actual performance

Step 2: Case File Audit
* Random sample of case files is audited (minimum 10% or 5 cases, whichever is
greater)

* Audit checks for:
o Consent documentation completeness
o Clinical notes quality and timeliness
o Treatment planning appropriateness
o Supervision documentation
o Privacy compliance

Step 3: Process Verification

» Sample of processes is verified for compliance:
o Subscription activations
o Refund processing
o Therapist verification
o Data access requests

Step 4: Staff Compliance Check

» Staff compliance with procedures is verified
* Training needs are identified
* Performance issues are addressed

Step 5: Compliance Report

»  Weekly compliance report is generated
* Report includes metrics, trends, issues, and recommendations
» Report is reviewed with leadership

Monthly Monitoring Procedure:

Step 1: Comprehensive Metrics Review

* All compliance metrics are reviewed for the month
» Trends are analyzed
* Year-to-date performance is assessed



Step 2: Risk Assessment

+ Compliance risks are assessed
* New risks are identified
+ Risk mitigation strategies are reviewed

Step 3: Regulatory Compliance Check
» Compliance with all applicable regulations is verified
* Any gaps are identified
» Corrective actions are planned

Step 4: Stakeholder Communication

* Compliance report is shared with executive leadership
* Any significant issues are discussed
» Strategic decisions are made

Step 5: Continuous Improvement Planning

» Areas for improvement are identified
* Improvement initiatives are planned
* Resources are allocated

SECTION 2: AUDIT PROCEDURES

2.1 Internal Audit Framework

Objective: Conduct regular, comprehensive audits to verify compliance and identify

improvement opportunities.

Audit Schedule:
Audit Type Frequency Duration Scope
Operational Audit Quarterly 1-2 weeks All operational areas

Clinical Audit Semi-annually 2-3 weeks Clinical quality, therapy services



Audit Type Frequency
Privacy Audit Semi-annually
Security Audit Annually
Financial Audit Annually
Comprehensive Audit Annually

2.2 Operational Audit Procedure

Duration

1-2 weeks

2-4 weeks

2-3 weeks

4-6 weeks

Scope

Data handling, privacy compliance

System security, access controls

Billing, subscriptions, financial records

All areas of operation

Objective: Verify operational compliance and identify improvement opportunities.

Audit Scope:

Policy adherence

Procedure compliance
Documentation completeness
Staff training and competency
System functionality

User satisfaction

Audit Steps:

Step 1: Audit Planning

Audit is planned including:

Audit objectives and scope
Audit team composition
Audit timeline and schedule
Resources needed
Stakeholder notification

Step 2: Pre-Audit Preparation

Audit team prepares by:

Reviewing all relevant policies and procedures

Developing audit checklists
Identifying areas of focus



» Scheduling interviews and observations

Step 3: Audit Fieldwork

Audit team conducts fieldwork including:

* Document review (policies, procedures, training records)
» File review (case files, incident reports, consent forms)

* Process observation (staff performing procedures)

» Staff interviews (understanding of procedures, challenges)
» System testing (functionality, access controls)

» User surveys (satisfaction, experience)

Step 4: Findings Documentation

Findings are documented including:

*  What was audited

*  What was found

*  Whether it complies with policy

» Evidence supporting finding

» Severity of any non-compliance (critical, major, minor)

Step S: Audit Fieldwork Completion

Upon completion of fieldwork:

* Audit team meets with management

* Preliminary findings are discussed

» Management provides context or explanation
* Any clarifications are made

Step 6: Audit Report Preparation

Audit report is prepared including:

* Executive summary

* Audit scope and objectives

* Findings and observations

* Recommendations for improvement
* Corrective action requirements

* Timeline for corrective actions

Step 7: Audit Report Review

Audit report is reviewed by:



* Audit manager

» Compliance officer

* Executive leadership

* Any other stakeholders as appropriate

Step 8: Audit Report Distribution

Audit report is distributed to:

» Executive leadership

* Area managers

* Clinical governance

* Board of directors (if applicable)
» External auditors (if applicable)

Step 9: Corrective Action Planning

For any non-compliance findings:

* Root cause is identified

» Corrective action is planned

» Responsible party is assigned
* Timeline is established

» Success criteria are defined

Step 10: Corrective Action Monitoring

Corrective actions are monitored to:

* Verify implementation
» Assess effectiveness

* Document completion
* Identify any new issues

2.3 Clinical Audit Procedure

Objective: Verify clinical quality and appropriateness of therapy services.

Audit Scope:

* Clinical assessment quality

* Treatment planning appropriateness
* Therapy note documentation

+  Crisis response appropriateness

» Supervision compliance

* Therapist competency



Audit Steps:

Step 1: Case Selection

Random sample of cases is selected for audit:

Minimum 20% of active cases or 50 cases, whichever is greater
Stratified by therapist, client demographics, presenting issues
Includes mix of new and ongoing cases

Includes cases with crisis incidents

Step 2: Case File Review

For each case, file is reviewed for:

Intake and assessment completeness
Consent documentation

Treatment plan appropriateness
Progress notes quality and timeliness
Crisis response (if applicable)
Supervision documentation
Outcome measurement

Step 3: Clinical Assessment

Each case is assessed for:

Appropriateness of diagnosis/formulation
Treatment plan alignment with presenting issues
Progress toward goals

Appropriateness of interventions

Cultural competency

Ethical compliance

Step 4: Therapist Interview

Therapist is interviewed regarding:

Clinical reasoning

Treatment approach

Challenges and successes
Supervision experience

Training and development needs
Any concerns or issues



Step 5: Findings Documentation

Clinical findings are documented including:

* Case strengths

* Areas for improvement

* Any concerning practices
* Recommendations

Step 6: Clinical Report

Clinical audit report is prepared including:

* Summary of cases audited

* Opverall quality assessment

* Themes and patterns

* Recommendations for improvement

* Individual therapist feedback (confidential)

Step 7: Feedback to Therapists

Therapists receive feedback including:

» Strengths in clinical work

* Areas for improvement

* Specific recommendations

* Training or supervision recommendations
* Recognition of good work

Step 8: Clinical Governance Review

Clinical governance reviews findings and:

» Assesses overall clinical quality

+ Identifies systemic issues

* Plans quality improvement initiatives
* Addresses any concerning practices

SECTION 3: INCIDENT INVESTIGATION PROCEDURES

3.1 Incident Classification

Incidents are classified into four categories:



Category 1: Critical Incidents

* User harm or death

» Serious privacy breach

» Regulatory violation with significant impact
+ System failure affecting multiple users

* Criminal activity

Response: Immediate investigation, regulatory notification, executive escalation

Category 2: Major Incidents

» Significant privacy breach

» Serious policy violation

* Clinical error with potential harm

» Significant user complaint

* System failure affecting operations

Response: Investigation within 48 hours, management notification, corrective action planning

Category 3: Moderate Incidents

*  Minor privacy breach
» Policy violation

* User complaint

* System issue

+ Staff error

Response: Investigation within 1 week, documentation, corrective action if needed

Category 4: Minor Incidents

* Procedural deviation

» User question or concern
* Minor system issue

» Staff question

Response: Documentation, feedback, monitoring

3.2 Incident Investigation Procedure

Objective: Thoroughly investigate incidents to determine cause and prevent recurrence.

Investigation Steps:



Step 1: Incident Reporting

Incident is reported through:

*  Online incident report form
* Email to compliance officer
* Phone call to supervisor

* In-person report

Report includes:

* Date and time of incident

* Description of what happened
* People involved

» Potential impact

* Immediate actions taken

» Reporter contact information

Step 2: Incident Classification
Incident is classified into one of four categories based on severity and impact.
Step 3: Immediate Response

Immediate response is taken based on category:

» (Category 1: Immediate escalation to executive leadership and legal counsel
» (Category 2: Notification to relevant managers and supervisors

» (Category 3: Notification to supervisor

» (Category 4: Documentation and monitoring

Step 4: Investigation Planning

Investigation is planned including:

» Investigation objectives

* Investigation team composition
* Timeline

* Resources needed

» Stakeholder notification

Step 5: Evidence Collection

Evidence is collected including:

* Relevant documents and records
* System logs and data



* Communications (emails, messages)
*  Witness statements
* Photos or other evidence

Step 6: Root Cause Analysis

Root cause is determined by asking "Why?" repeatedly:

*  Why did the incident occur?
*  Why did that condition exist?
*  Why was that not prevented?
*  Why was that not detected?

*  Why was that not corrected?

Root cause analysis identifies:

* Immediate cause (what directly caused incident)
* Contributing factors (what made incident possible)
» Systemic issues (what underlying problems exist)

Step 7: Impact Assessment

Impact of incident is assessed including:

* Number of people affected
+ Severity of impact

* Duration of impact

* Financial impact

* Regulatory impact

* Reputational impact

Step 8: Corrective Action Planning

Corrective actions are planned to:

* Prevent recurrence

* Address root cause

* Address contributing factors

* Improve systems and procedures

Corrective actions include:

* Immediate actions (taken now)
*  Short-term actions (within 1 month)
» Long-term actions (within 3-6 months)

Step 9: Investigation Report



Investigation report is prepared including:

* Incident description

* Timeline of events

* Evidence reviewed

* Root cause analysis

* Impact assessment

* Corrective actions planned

* Responsible parties and timelines
» Prevention recommendations

Step 10: Report Distribution

Report is distributed to:

* Executive leadership

* Relevant managers

* Clinical governance (if clinical incident)
* Board of directors (if critical incident)

» Regulators (if required)

Step 11: Corrective Action Implementation

Corrective actions are implemented according to plan:

* Responsible parties take action
* Progress is monitored

» Completion is verified

» Effectiveness is assessed

Step 12: Follow-Up & Closure

Incident is followed up on to:

» Verify corrective actions were effective
* Identify any new issues

* Close incident file

* Document lessons learned




SECTION 4: CONTINUOUS IMPROVEMENT PROCEDURES

4.1 Continuous Improvement Framework

Objective: Systematically identify and implement improvements to policies, procedures, and
operations.

Continuous Improvement Cycle:

Identify Opportunity

U
Analyze Situation

!
Plan Improvement

!
Implement Change

!
Monitor Results

{
Evaluate Effectiveness

4
Standardize or Adjust

l
Share Learning

!

Identify Next Opportunity

4.2 Improvement Identification Procedure

Objective: Systematically identify opportunities for improvement.

Sources of Improvement Ideas:

* Compliance monitoring findings
* Audit findings

* Incident investigations

» User feedback and surveys

» Staff suggestions

» Regulatory changes

* Industry best practices

* Performance metrics trends

* Customer complaints

» Stakeholder feedback



Improvement Identification Process:
Step 1: Collect Ideas

Improvement ideas are collected through:

*  Suggestion box (physical and online)
» Staff meetings and discussions

» User surveys and feedback

* Audit and monitoring reports

* Incident investigations

» Performance data analysis

Step 2: Document Ideas

Each idea is documented including:

* Description of improvement
* Current situation

» Proposed change

* Expected benefits

» Potential challenges

* Submitter name and contact

Step 3: Initial Screening

Ideas are screened for:

* Alignment with organizational goals
» Feasibility

* Resource requirements

» Potential impact

*  Priority level

Step 4: Prioritization

Ideas are prioritized based on:
* Impact (high, medium, low)
» Feasibility (easy, moderate, difficult)
* Alignment with strategy
* Resource requirements
* Timeline

Step 5: Selection



Top priority ideas are selected for improvement planning:
* Critical issues (immediate)
» High impact, high feasibility (quick wins)
+ Strategic initiatives (long-term)
* Regulatory requirements (mandatory)

Step 6: Communication

Selected improvements are communicated to:

» Staff who submitted ideas
» Affected teams

* Executive leadership

» All stakeholders

4.3 Improvement Implementation Procedure

Objective: Implement improvements systematically and effectively.
Implementation Steps:
Step 1: Improvement Planning

Improvement is planned including:

* Clear objective and expected outcome
* Detailed implementation steps

* Timeline and milestones

* Resources needed

* Responsible parties

*  Success criteria

* Communication plan

Step 2: Stakeholder Engagement

Stakeholders are engaged including:
» Affected staff
» Affected users
* Managers and supervisors
* Clinical governance (if clinical)
» Executive leadership

Step 3: Training & Preparation



Staff are trained on new procedures:

Training materials are developed
Training sessions are conducted
Competency is verified
Questions are answered

Support is provided

Step 4: Pilot Testing (If Appropriate)

For significant changes, pilot testing is conducted:

Change is tested with small group or limited scope
Feedback is collected

Issues are identified and addressed

Adjustments are made

Full rollout is planned

Step 5: Implementation

Change is implemented according to plan:

Timeline is followed

All steps are completed

Quality is verified

Issues are addressed immediately

Step 6: Monitoring & Support

During implementation:

Progress is monitored closely
Staff are supported

Issues are addressed quickly
Adjustments are made as needed
Users are kept informed

Step 7: Evaluation

After implementation, effectiveness is evaluated:

Success criteria are assessed
Outcome is compared to expected outcome
User satisfaction is measured

Staff feedback is collected
Unintended consequences are identified



Step 8: Adjustment or Standardization

Based on evaluation:

» If successful: Change is standardized and documented
+ If partially successful: Adjustments are made and re-evaluated
» Ifunsuccessful: Change is reversed and alternative approaches are explored

Step 9: Documentation & Communication

Change is documented and communicated:

* Procedures are updated

* Training materials are updated
» Staff are informed

» Users are informed

» Stakeholders are updated

Step 10: Sustainability

Sustainability of change is ensured:

* Monitoring continues

» Compliance is verified

+ Staff competency is maintained
» Issues are addressed quickly

SECTION 5: COMPLIANCE METRICS & KPIs

5.1 Key Compliance Metrics

10 Core Compliance Metrics:

Metric Target Frequency Owner

Consent Completion Rate 100% Weekly Compliance Officer

<15 min for Level 1, <1 hr for

Level 2 Real-time Crisis Coordinator

Crisis Response Time



Metric Target Frequency Owner

Therapist Supervision

. 100% attendance Monthly Clinical Supervisor
Compliance
Data Breach Response Time <24 hours notification Per incident  Privacy Officer
Privacy Rights Request 100% within 30 days Monthly Privacy Officer
Response
Billing Accuracy 99.9% Weekly Billing Manager
Community Moderation <24 hours Daily Community
Response Manager
User Satisfaction Score >4.0/5.0 Monthly Customer Support
Therapist Credential Renewal 100% current Quarterly Clinical

Governance

Policy Adherence >95% Monthly Compliance Officer

5.2 Compliance Scorecard

Monthly Compliance Scorecard Template:

%
Area Target Actual Achievement Status Notes
Data Security 100% 99.8%  99.8% v One minor access log gap
Privacy Compliance 100% 100% 100% v All requests processed on time
Therapy Quality 95% 94.2%  99.2% v One case needs follow-up
Crisis Response 100%  100%  100% v All responses timely and

appropriate

Consent 100% 99.5%  99.5% v One form missing signature
Management

Billing Accuracy 99.9% 99.8%  99.9% v One refund processing delay



Area Target

Community Safety 100%

Therapist

Compliance 100%
User Satisfaction 4.0+
Complance 100%
OVERALL

Actual

98%

100%

4.2

100%

%
Achievement

98%

100%

105%

100%

99.5%

Status

Notes

Moderation response time slow

All credentials current

Excellent feedback

All requirements met

Strong compliance

SECTION 6: COMPLIANCE REPORTING

6.1 Compliance Report Templates

Weekly Compliance Report:

CALMSHELL WEEKLY COMPLIANCE REPORT

Week of: [DATE]
Prepared by: [NAME]
Date Prepared: [DATE]

Executive Summary: [Brief overview of compliance status, any critical issues, key metrics]

Compliance Metrics: [Table showing key metrics, targets, actual, status]

Monitoring Findings:

» Data Security: [Summary of findings]

* Privacy Compliance: [Summary of findings]

» Therapy Quality: [Summary of findings]

» Crisis Response: [Summary of findings]

* Community Safety: [Summary of findings]

*  Other areas: [Summary of findings]

Incidents & Issues:



» Critical Issues: [List any critical issues]
* Major Issues: [List any major issues]
*  Moderate Issues: [List any moderate issues]

Corrective Actions:

* In Progress: [List actions being implemented]
» Completed: [List actions completed this week]
* Planned: [List actions planned for next week]

Recommendations: [Recommendations for improvement or action]

Attachments:

* Detailed metrics

* Incident reports

* Audit findings

*  Other supporting documentation

Monthly Compliance Report:
CALMSHELL MONTHLY COMPLIANCE REPORT

Month of: [DATE]
Prepared by: [NAME]
Date Prepared: [DATE]

Executive Summary: [Overview of compliance status, trends, key achievements, areas of
concern]

Compliance Scorecard: [Detailed scorecard showing all metrics, targets, actual, status]
Trend Analysis: [ Analysis of trends over past 3 months, improving or declining areas]
Audit Findings: [Summary of any audits conducted, findings, recommendations]

Incident Summary:

* Total Incidents: [Number]

* By Category: [Breakdown by category]
* Critical: [Number and description]

* Major: [Number and description]

* Moderate: [Number and description]



*  Minor: [Number and description]

Corrective Actions:

* Completed: [List actions completed]
» In Progress: [List actions in progress]
* Planned: [List actions planned]

Regulatory Compliance: [Status of compliance with all applicable regulations]
Strategic Initiatives: [Updates on compliance-related strategic initiatives]
Recommendations: [Recommendations for executive leadership]

Attachments:

* Detailed metrics and charts

* Audit reports

* Incident investigations

» Corrective action plans

*  Other supporting documentation

Annual Compliance Report:
CALMSHELL ANNUAL COMPLIANCE REPORT

Year: [YEAR]
Prepared by: [NAME]
Date Prepared: [DATE]

Executive Summary: [Comprehensive overview of compliance performance for the year]
Annual Compliance Scorecard: [Year-to-date metrics for all compliance areas]
Performance Trends: [Analysis of trends throughout the year]

Audit Summary: [Summary of all audits conducted during the year]

Incident Analysis: [Comprehensive analysis of all incidents during the year]

Corrective Actions: [Summary of all corrective actions implemented during the year]



Regulatory Compliance: [Comprehensive status of compliance with all regulations]
Strategic Initiatives: [Summary of compliance-related strategic initiatives]
Financial Impact: [Analysis of compliance-related costs and benefits]

Lessons Learned: [Key lessons learned during the year]

Recommendations for Next Year: [Recommendations for improving compliance]

Attachments:

* Detailed metrics and charts

* Audit reports

* Incident investigations

» Corrective action plans

* Regulatory correspondence

*  Other supporting documentation

SECTION 7: AUDIT CHECKLISTS

7.1 Operational Audit Checklist
CALMSHELL OPERATIONAL AUDIT CHECKLIST

Audit Date: [DATE]
Auditor: [NAME]
Area Audited: [AREA]

Policy & Procedure Compliance:

« [JCurrent policies and procedures are documented and accessible
» [JPolicies are dated and version-controlled

» [Procedures include step-by-step instructions

» [Procedures include responsible parties and timelines

« [JPolicies have been reviewed and approved by governance

« [IStaff have received training on policies and procedures

« [IStaff demonstrate understanding of policies and procedures

« [JPolicies are being followed in practice



» [Deviations from policy are documented and justified

» [JPolicy violations are addressed appropriately
Documentation Compliance:

« [JRequired documentation is being completed

« [IDocumentation is accurate and complete

« [JDocumentation is timely

» [Documentation is legible and clear

« [Documentation is stored securely

« [IDocumentation is retained according to policy

« [JConfidential documentation is properly marked

» [Documentation can be located when needed

» [IDocumentation includes required signatures and dates

« [JDocumentation is reviewed and approved appropriately
Staff Competency:

« [IStaff have received required training

« [JStaff training is current and up-to-date

« [IStaff demonstrate competency in their roles

« [IStaff understand their responsibilities

« [IStaff have access to resources and support

» [IStaff performance is monitored and evaluated
» [JPerformance issues are addressed

« [IStaff receive feedback and coaching

« [JStaff have development plans

« [Staff turnover is tracked
System Functionality:

» [ISystems are functioning properly

« [ISystems are secure and protected

« [JSystems have appropriate access controls
« [JSystems have audit trails and logging

« [System backups are current

» [ISystem recovery procedures are tested

« [ISystem monitoring is in place

» [ISystem issues are reported and resolved



» [ISystem updates are current

» [JSystem documentation is current
User Satisfaction:

» [JUser satisfaction is measured

« [IComplaints are tracked and resolved

« [User feedback is collected and analyzed
» [JUser experience is monitored

« [User concerns are addressed

« [JUser support is responsive

¢ [JUser communication is clear

« [User privacy is protected

« [JUser data is secure

« [User rights are respected
Overall Assessment:

« [JArea is in compliance with policies

« [JArea demonstrates strong compliance culture
» [JArea has effective monitoring and oversight
» [JArea has responsive management

» [JArea has engaged and competent staff

Findings & Recommendations:
[Document any findings, areas of concern, and recommendations for improvement]

Auditor Signature:
Date:

Management Response:
[Management response to findings and recommendations]

Management Signature:
Date:




SECTION 8: ROOT CAUSE ANALYSIS PROCEDURES

8.1 Five Why Analysis Procedure

Objective: Identify root cause of incidents or problems through systematic questioning.
Procedure:
Step 1: Define the Problem

Clearly define the problem or incident:

*  What happened?

*  When did it happen?

*  Where did it happen?
*  Who was involved?

*  What was the impact?

Step 2: Ask "Why?" - First Level
Ask: "Why did this problem occur?"

Example: "Why did the therapist miss the supervision session?"
Answer: "The therapist forgot about the scheduled time."

Step 3: Ask "Why?" - Second Level
Ask: "Why did that happen?"

Example: "Why did the therapist forget about the scheduled time?"
Answer: "The therapist did not receive the reminder notification."

Step 4: Ask "Why?" - Third Level
Ask: "Why did that happen?"

Example: "Why did the therapist not receive the reminder notification?"
Answer: "The notification system had a technical glitch and failed to send the email."

Step 5: Ask "Why?" - Fourth Level

Ask: "Why did that happen?"



Example: "Why did the notification system have a technical glitch?"
Answer: "The system was not properly tested after the recent update."”

Step 6: Ask "Why?" - Fifth Level
Ask: "Why did that happen?"

Example: "Why was the system not properly tested after the recent update?"
Answer: "Testing procedures were not followed due to time pressure."

Step 7: Identify Root Cause

At this point, the root cause has been identified: "Testing procedures were not followed due
to time pressure."

This is the underlying cause that, if addressed, would prevent the problem from recurring.
Step 8: Develop Corrective Actions

Corrective actions are developed to address the root cause:

* Implement mandatory testing procedures for all system updates
* Allocate adequate time for testing in project planning

* Provide training on testing procedures

*  Monitor compliance with testing procedures

Step 9: Implement & Monitor

Corrective actions are implemented and monitored to ensure effectiveness.

SECTION 9: COMPLIANCE IMPROVEMENT PLANNING

9.1 Corrective Action Plan Template

CALMSHELL CORRECTIVE ACTION PLAN
Issue/Finding: [Description of issue or audit finding]

Root Cause: [Root cause analysis]



Impact: [Impact of issue]

Corrective Actions:

Action Responsible Party Timeline Success Criteria
Action 1 [Name] [Date] [Criteria]
Action 2 [Name] [Date] [Criteria]
Action 3 [Name] [Date] [Criteria]

Prevention Measures:

[Describe measures to prevent recurrence]
Monitoring Plan:

[Describe how corrective actions will be monitored]
Approval:

Compliance Officer:
Date:

Executive Leadership:
Date:

Implementation Status:

[Track implementation progress and completion]

Status

[]

SECTION 10: COMPLIANCE GOVERNANCE

10.1 Compliance Governance Structure

Compliance Governance Hierarchy:



Board of Directors

!

Executive Leadership

!

Compliance Committee

Compliance Officer (Chair)

Privacy Officer
IT Security Officer
Operations Manager

FTTTTT

Finance Manager
4

Compliance Officer

I Privacy Officer
F— Compliance Coordinator
F— Audit Manager

[ Quality Assurance Manager

Compliance Committee Responsibilities:

Oversee compliance program

Review compliance reports

Approve compliance policies

Address compliance issues

Plan compliance initiatives

Report to executive leadership and board

Compliance Officer Responsibilities:

Implement compliance program
Monitor compliance

Conduct audits

Investigate incidents

Report to compliance committee
Coordinate with all departments

10.2 Compliance Training Requirements

All Staff:

Compliance orientation (before first day)
Annual compliance training
Role-specific compliance training

Crisis response training (annual)

Clinical Governance Representative



* Privacy and confidentiality training (annual)

Clinical Staff:

* All staff training (above)

* Clinical ethics training (annual)

» Supervision procedures training (annual)
» Crisis intervention training (annual)

Administrative Staff:

» All staff training (above)

* Data management training (annual)
 Billing and subscription training (annual)
+ Community moderation training (annual)

Compliance Staff:

» All staff training (above)

* Advanced compliance training
* Audit procedures training

* Incident investigation training
* Root cause analysis training

IMPLEMENTATION TIMELINE

Month 1: Setup

» Establish compliance monitoring systems
* Train compliance team

* Develop monitoring procedures

* Prepare audit checklists

Month 2: Launch
* Begin daily monitoring
*  Conduct first weekly reviews
* Implement incident reporting system
» Start continuous improvement process

Month 3: First Audit

* Conduct first operational audit
 Identify findings and recommendations



* Plan corrective actions
* Begin implementation

Months 4-6: Ongoing Operations

* Continue daily, weekly, monthly monitoring
* Conduct quarterly audits

* Implement corrective actions

* Monitor effectiveness

* Prepare annual audit

Month 12: Annual Review

» Conduct comprehensive annual audit
» Prepare annual compliance report

* Review and update policies

* Plan for next year

CONCLUSION

Phase 4 Compliance Monitoring & Audit Procedures establish a comprehensive framework
for ongoing compliance verification, incident investigation, and continuous improvement.
This framework ensures CALMSHELL maintains high standards of compliance and
accountability.

Key Success Factors:

» Consistent monitoring and oversight
* Thorough and objective audits

* Prompt incident investigation

+ Effective corrective actions

» Strong compliance culture

* Leadership commitment
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