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	Purpose

To ensure that all pharmacist vaccinators are able to manage and report an adverse reaction to a vaccination.
Personnel

All pharmacist vaccinators.


	Procedure

Any immediate life-threatening reaction must be managed in accordance with SOP F05 (Anaphylaxis and Emergency Management) prior to completing reporting requirements. Also see SOP F05 Anaphylaxis and emergency management
· Provide written and verbal information on managing adverse events to all patients receiving a vaccination, as per the consent form and information sheet for each vaccination.
· Encourage patients to contact the pharmacy if concerned about an adverse reaction (unless serious, in which case they should seek medical advice immediately).
· For serious or clinically significant adverse events, notify the patient’s GP or usual primary care provider. Where possible, obtain patient consent prior to sharing information, unless disclosure is required to prevent serious harm.This notification should include the vaccination provided, route of administration and date, and the pharmacist’s contact details.
· All clinically significant adverse events must be documented in the patient record and recorded in the Aotearoa Immunisation Register (AIR) in accordance with national requirements.
· Health professionals are professionally and ethically responsible for reporting serious or unexpected adverse events that occur after the administration of all medicines, including vaccines. 

· Serious adverse events, unexpected events, or any event of clinical concern that may be related to vaccination should be reported to CARM.Adverse events following administration of vaccinations should be reported to the Centre for Adverse Reactions Monitoring (CARM) . This can be done online at https://pophealth.my.site.com/carmreportnz/s/. Alternatively, a form can be downloaded from the CARM website (https://nzphvc.otago.ac.nz/reporting/#reporting-forms), or a card can be found in the MIMS New Ethicals. Keep a copy of this form in the pharmacy and offer a copy to the patient. The patient can remain anonymous if desired (no identifying information is supplied). 
· The information required in the reporting form covers:
· the individual’s details

· vaccine(s) administered

· vaccine(s) batch number

· date of onset of symptoms

· type and duration of adverse event

· treatment required

· outcome, if known.
· Provide appropriate advice on the adverse event if necessary.
· Where multiple adverse events are reported for vaccines from the same batch, review cold chain documentation (SOP F01) and consider whether further action or batch quarantine is required.
· If an adverse event results in a funding or claiming correction, the claim must be reviewed and corrected in accordance with SOP H02.
Internal Documentation and Quality Review

All adverse events must be:

· Documented in the patient’s clinical record.

· Recorded in the pharmacy incident management system in accordance with SOP C11.

· Reviewed by the Pharmacist in Charge (PIC) to determine whether any system or training changes are required.

Serious adverse events must trigger a documented clinical review.

Possible Adverse Reactions

Examples of adverse reactions that must be reported (not exhaustive):
Within 24 hours of vaccination

Anaphylactic reaction

Anaphylaxis

Fever > 40°C

Within 5 days of vaccination

Severe local reaction

Sepsis

Injection site abscess

Within 12 days of vaccination

Seizures

Encephalopathy

No time limit

Any death, hospitalisation, or other severe and unusual events of clinical concern that are thought by health professionals or the public to possibly be related to vaccination

Source: Ministry of Health. Immunisation Handbook (current edition).
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