SOP Template: Monitoring for Adverse Reactions and
Response Documentation

This SOP details the process for monitoring for adverse reactions and response documentation, including
identification and observation of potential adverse reactions, timely reporting protocols, intervention measures, accurate
record-keeping, and follow-up procedures. The purpose is to ensure patient safety through systematic monitoring and
comprehensive documentation to support effective clinical decision-making.

1. Purpose

To establish a standardized process for the identification, observation, documentation, and management of adverse
reactions, ensuring patient safety and regulatory compliance.

2. Scope

This SOP applies to all healthcare personnel involved in patient monitoring across clinical settings where administration of
medications, treatments, or procedures might result in adverse reactions.

3. Definitions

¢ Adverse Reaction: Any unintended, harmful response to a medication, treatment, or procedure.

¢ Observation Period: The timeframe during which patients must be monitored for signs and symptoms of adverse
reactions post-intervention.

¢ Immediate Intervention: Necessary clinical actions taken to mitigate and manage an adverse reaction.

4. Responsibilities

¢ Healthcare Providers: Monitor, identify, and report adverse reactions; initiate appropriate interventions; document
all relevant information.

¢ Nursing Staff: Observe patients, initiate responses, and ensure documentation is complete and accurate.

¢ Supervisors/Managers: Review reports, oversee compliance with the SOP, and arrange follow-up as needed.

5. Procedure

1. ldentification and Observation
o Monitor patients for signs and symptoms of adverse reactions during and after treatment or medication
administration.
o Common symptoms include rash, swelling, difficulty breathing, abnormal vital signs, or any unexpected
physical or psychological response.

2. Timely Reporting Protocols
o Report suspected or confirmed adverse reactions immediately to the designated medical supervisor.
o Follow institutional guidelines for escalation of care based on severity.

3. Intervention Measures
o Initiate appropriate clinical interventions as per protocols (e.g., antihistamines, epinephrine, oxygen support).
o Continue to monitor and document patient response to interventions.

4. Accurate Record-Keeping
o Document date, time, type and severity of reaction, interventions performed, and patient outcomes in the
medical record.
o Include any notifications made and instructions provided to the patient and family/caregivers.

5. Follow-Up Procedures

o Arrange for follow-up assessments and document recovery or any persistent effects.
o Review adverse reaction reports for trends or recurrent issues as part of quality improvement initiatives.

6. Documentation Requirements

¢ Use institutional forms/electronic medical records to record all events and actions in a timely manner.
¢ Maintain accurate and legible records accessible for review and audit.



7. References

¢ |Institutional Policy on Adverse Event Reporting
¢ Applicable regulatory and accrediting body guidelines

8. Revision History

Date Version Description Author

2024-06-11 1.0 Initial SOP draft [Author Name]
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