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	                       Handling Unplanned Activity Work Instructions
                                           Owner/ Department: Quality and Risk Management



1. Overview

Definition: An unplanned activity is any unexpected task, action, or event that was not part of the original plan or schedule and requires immediate or short-notice handling. For example, an unexpected increase in the number of shipments that requires extra staff, vehicles, and changes to delivery schedules These can include system failures, urgent maintenance, emergency changes, or sudden operational demands. It may affect safety, quality, timelines, or cost if not managed properly.

When an unplanned activity is identified, SMSA departments must record and evaluate it using the designated form. This ensures proper handling, quality assurance, and continual improvement. The forms will be collected and recorded in a master document (GUIDE Doc# 3031). The process is captured using the Departmental Unplanned Activity Form on GUIDE (Doc# 2841).
2.Persons Affected
· All Department Heads – Responsible for ensuring the unplanned activity form is filled and reviewed in their department. They oversee implementation of preventive actions and follow-up actions if required.

· Country Managers – Ensure that regional teams respond appropriately to unplanned activities and maintain compliance across different branches or operational sites.

· Functional Owners of Key Systems – Accountable for documenting and addressing system-related unplanned activities, ensuring timely resolution and system updates.

· HR Department – for activity involving workforce-related changes
· Internal Audit Team (under Quality & Risk Management) – for assessment and follow-up on unplanned risks

· Training & Development Team – when knowledge or skills are required to mitigate future occurrences

· IT/System Administrators – when unplanned activities relate to system errors, downtime, or unauthorized changes
3. Instruction
1. Submission of Activity:
Any department that experiences or identifies an unplanned activity must complete the Departmental Unplanned Activity Form on GUIDE (Doc# 2841).

2. Form Structure:
The form is divided into two sections:
· Pre-Activity – covers planning and preventive steps prior to execution
· Post-Activity – covers outcomes and evaluation after activity completion
3. Pre-Activity Section Includes:
(a) Type of activity (technical, operational, financial, resources, etc.)
(b) Potential impact on SMSA and/or the department
(c) Risk level (high, medium, or low)
(d) Preventive measures to ensure quality is not compromised

4. Post-Activity Section Includes: (to be filled within 30–60 days of activity completion)
(a) What went well during the activity execution
(b) What went wrong or caused challenges
(c) What lessons were learnt / what could be done differently next time

5. Master Log Recording:
QRM is responsible for ensuring that all unplanned activities are captured in the Master Log (GUIDE Doc# 2842) . This log serves as a historical record for risk-based planning and process enhancement.

6. Trend Analysis and Management Review:
QRM will analyze the master log to identify:

· Repetitive risks or failure points
· Areas of improvement
· Knowledge gaps or cross-functional dependencies
These findings will be discussed in Management Review meetings to drive informed decision-making and continual improvement
4. Best Practice Enhancements
To strengthen handling of unplanned activities:
· Link with Risk Register: Unplanned activity outcomes should be cross-referenced with SMSA’s risk register.

· Create Knowledge Loop: Lessons learned must be shared across departments using GUIDE communication or SMSA’s learning platforms 

· Update SOPs if Impacted: Any critical deviation should result in updates to relevant SOPs or process controls

· Classify Unplanned Activity Types: For structured analysis (e.g., operational, HR, IT, security, vendor-related, etc.)
5. ISO and International Standards Compliance
This procedure supports compliance with multiple applicable ISO and integrated standards adopted by SMSA, including but not limited to:

· ISO 9001:2015 – Quality Management System

· Clause 6.1 – Actions to address risks and opportunities

· Clause 8.5.1 – Control of production and service provision

· Clause 9.1.3 – Analysis and evaluation

· Clause 10.2 – Nonconformity and corrective action

· ISO 14001:2015 – Environmental Management System
· Clause 6.1.2 – Environmental aspects
· Clause 8.1 – Operational planning and control
· Clause 9.1.1 – Monitoring, measurement, analysis and evaluation

· ISO 45001:2018 – Occupational Health and Safety Management System

· Clause 6.1.2.1 – Hazard identification and assessment

· Clause 8.1.1 – Operational planning and control

· Clause 10.2 – Incident investigation and corrective action

· ISO 27001:2022 – Information Security Management System

· Clause 6.1.3 – Information security risk treatment

· Clause 8.2 – Information security risk assessment

· Clause 10.1 – Nonconformity and corrective action

· ISO 22301:2019 – Business Continuity Management System
· Clause 8.4 – Business continuity plans and procedures

· Clause 9.1 – Monitoring, measurement, analysis and evaluation

· Clause 10.2 – Nonconformity and corrective action

· ISO 10002:2018 – Customer Satisfaction and Complaints Handling

· Clause 8.6 – Control of complaints-handling process

· Clause 9.1 – Analysis and evaluation of complaints

· ISO 10015:2019 – Guidelines for Training

· Clause 4.4 – Evaluation of training effectiveness

· Clause 5 – Continuous improvement of competence

Internal audits and management reviews will assess how unplanned activities are recorded, analyzed, and used for continuous improvement and cross-standard compliance.
6. Format and Maintenance

· Maintained by QRM and reviewed annually or after major events

· Controlled through GUIDE system only

· Archived logs are retained as per retention policy

· Periodic training will be provided on handling and documenting unplanned activities
7. Related Documents

· Departmental Unplanned Activity Form – GUIDE Doc# 2841
· Master Log for Unplanned Activities – GUIDE Doc# 2842
· CAPA Action Form – GUIDE Doc# 2694
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