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C1656

LEGISLATIVE COUNCIL
Question Without Notice

Tuesday 28 November 2023

Hon Nick Goiran to the Leader of the House representing the Minister for Health

I refer to the Western Australian Vaccine Safety Surveillance Annual Report 2022 which you
had informed the House was anticipated for release in July and yet was inexplicably only
released in November, and I ask:

1. Were you briefed on the report on 7 November 20239

2. What documents did you receive as part of that briefing?

3. Did you or your staff take any notes as part of that briefing?
4. Further to 2 and 3, will you table those documents?

ANSWER:

The Minister for Health was briefed via briefing note. I table the Annual Report.
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Executive Summary

This report describes adverse events following immunisation (AEFI) reported to the Western
Australian Vaccine Safety Surveillance (WAVSS) system for vaccinations received in 2022.

This year's report includes both passive and active surveillance mechanisms for AEFI detfection
allowing for a more robust view of the vaccine safety landscape, in line with continuous efforts to
improve vaccine safety surveillance in the Western Australian (WA) population.

in 2022, a total of 4,737,775 vaccinations were administered by WA immunisation providers, as
recorded in the Australian Immunisation Register (AIR). Of this total, 2,835,773 (59.9%) were doses
of a COVID-19 vaccine. WAVSS received 2,853 distinct AEF! reports describing 3,108 vaccines
administered in 2022. Of the 3,108 vaccines described in the AEFI reports, 2,385 (76.7%) were
COVID-19 vaccines, 188 (6.1%) were influenza vaccines, 411 (13.2%) were vaccines on the National
Immunisation Program {NIP) (excluding influenza vaccines), 103 (3.3%) were Mpox vacgcines, and
21 (0.7%) were ‘Other’ vaccines not belonging to those vaccine groupings.

in 2022, slight increases were observed in the AEFI reporting rate for NIP, influenza and ‘Other’
vaccine groups relative to the previous four-year (2018-2021) period. This increase likely reflects the
expanding role of active surveillance methods for detecting AEFI, and greater public awareness of
the passive surveillance program following the 2021 COVID-19 vaccine roll-out. The high rate of
AEFI reports observed in the Mpox vaccine group illustrates how effective active safety surveillance
can be in a closely monitored targeted vaccination program. It is expected that the combination of
both passive and active surveillance will lead to a sustained higher background AEFI report rate for
all vaccines, when compared to historical reporting data in WA prior to 2021.

Relative to 2021, the number of AEF] reports related to COVID-19 vaccination decreased by over
75% in 2022. The AEFI report rate per 100,000 primary course COVID-19 doses administered
decreased by 38.8%. Similarly, the AEFI report rate for booster course COVID-19 doses decreased
by 45.1%. This sharp decline in the AEF| report rate likely reflects the WA population’s improved
understanding of the common, minor reactions associated with COVID-19 vaccines.

This annual report will provide an overview of the adverse events of special interest specifically
monitored by the WA Department of Health and reviewed by WAVSS, including: anaphylaxis,
immune thrombocytopenic purpura, Guillain-Barré syndrome, myocarditis, myopericarditis,
pericarditis, menstrual disturbance, and thrombosis with thrombocytopenia syndrome.

Western Ausiralian Vaccine Safety Surveillance Report 2022
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1.4. Adverse events of special interest (AESI)

Adverse events of special interest (AESI) are medically significant events that have the potential to
be causally associated with a vaccine product and need to be carefully monitored. in 2020, a list of
potential AES! for COVID-19 vaccines was determined by the Safety Platform for Emergency
Vaccines and the Brighton Collaboration® (a global vaccine safety research network). This list was
used in addition to AEF] and AESI routinely monitored by WAVSS and the department and was
modified throughout the course of the COVID-19 vaccination program based on findings in national
and international literature. Established AES] for influenza, NIP and other non-COVID-19 vaccines
continued to be monitored throughout 2022. Where possible, assessment of causality for AESI is
also undertaken by clinicians using the WHO criteria.3

1.5. Passive surveillance

Passive surveillance refers to the spontaneous reporting of AEF| and relies on people to report
reactions to WAVSS. Passive surveillance includes AEF! reports submitted by the person who
received the vaccine (the vaccinee), AEF| reports made on behalf of a vaccinee by a family member
or by a health professional (including their immunisation provider), or AEF| reports entered by the
WAVSS team following patient review at a Specialist Immunisation Clinic (SIC). In WA, there is a
statutory requirement for medical and nurse practitioners to report AEFI to the department, per the
requirements of the Public Health Act 2016° and the Public Health Regulations 2017.7 Pharmacists,
nurses and midwives administering vaccines are required under their respective Structured
Administration and Supply Arrangements (SASAs) to report AEFI to the WAVSS system and the
patient's nominated healthcare provider. All AEFI reports received by the department are forwarded
to the TGA within 48 hours. In addition, the TGA may receive AEFI reports directly from clinicians,
the public, and pharmaceutical companies that manufacture vaccines. The TGA provides the
department with weekly data on all reports of ‘suspected’ AEFI that they receive for WA residents.
These AEF] reports are cross-checked against existing WAVSS AEFI reports and entered into the
WAVSS system where missing. The TGA also notifies the department within 24 hours of a SAEFI
report. Spontaneous AEFI reporting enables the early detection of safety signals which can then be
investigated more rigorously.

1.6. Active surveillance

Active surveillance refers to active monitoring of post-vaccination clinical manifestations for all
individuals in a defined population. The two ongoing active surveillance systems contributing to
WAVSS are SmartVax and a data linkage process.

1.6.1. SmartVax

SmartVax® is an application installed in sentinel immunisation providers’ patient management
software which sends a post-vaccination survey directly to the person who received the vaccine at
defined intervals following vaccination. Survey responses are reported back to either the vaccine
provider or the department, depending on the location where a person received their vaccination.
SmartVax is installed in 137 sites (General Practitioners (GP), pharmacies, and community health
and State-run clinics) across WA. Surveys following vaccination at State-run clinics, school-based
immunisations, pharmacy-based immunisations and some community health clinics are reported

5 Safety Platform for Emergency Vaccines, Priority List of COVID-19 Adverse events of special inferest: Quarterly update December 2020 (2020},
hitps://brightoncollaboration. usiwp-contentiupinads/2021/01/802 D2,1.2 V1.2 COVID-18 AESI-update-23Dec2020-review final.pdf

8'pyblic Health Act 2016", Government of Westem Australia,

hitps:#wew legislation.wa.gov.aulegislation/statutes nséfmain_mifle 13791 homepage.himl

*Public Health Regulafions 2017:, Government of Westem Australia, hitps: e flegislation.wa.gov.aufieqislation/statutes nsfllaw s49088.himi
8'SmartVax”, hitps:/Avww,.smartvax.com.auf
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2. Methodology

2.A1. Inclusion/exclusion criteria
For this annual report, AEF| reports were eligible for inclusion in the analysis if:

o the vaccination was recorded as ‘possibly’ being the cause of, or contributing to, the
reported adverse event including AEFI reports where a determination is still pending;

o the address of the vaccination provider or the AEFI reporter was recorded as Western
Australia;

e the vaccination occurred between 1 January 2022 and 31 December 2022; and

e the suspected reaction was captured in the state reporting system (WAVSS).

AEF! reports were excluded if:

no vaccination date could be determined;
the vaccination date related to the reaction could not be determined;
if the reaction included in the report was classified in the WAVSS reporting system as ‘not
related’;
e no reaction was reported; or
e the only reported ‘reaction’ was a vaccine administration error.

This annual report includes AEFI reports of vaccinations administered between 1 January and 31
December 2022 and may not necessarily reflect the year in which an AEFI report was submitted to
WAVSS. For example, a vaccination occurring on 31 December 2022, which led to an AEF( report
received by WAVSS on 7 January 2023, is eligible for inclusion in this annual report.

Data included in this annual report were captured in the WAVSS system as at 31 August 2023. This
date was chosen as a cut-off to enable data validation and timely reporting, and to capture AEFI
which may have developed over a longer-term period,

2.2, Data analysis
AEFI report rates are calculated as the count of AEFI reports recorded against a particular
vaccine/vaccine group divided by the total number of doses of that vaccinefvaccine group
administered by WA-based immunisation providers in the vaccination year(s) of interest. Rates are
presented per 100,000 doses of vaccines administered. Total counts of doses administered by WA-
based immunisation providers were derived from the AIR as at 15 September 2023 with immunisation
data current to 14 September 2023 (accounting for a one-day lag in receiving AIR data).

Analyses of AEFI reports are categorised by the following vaccine groups:
» National Immunisation Program (NIP) vaccines; comprising all vaccines available on the 2022
WA Immunisation Schedule, excluding influenza vaccines
Influenza vaccines
Mpox vaccines
COVID-19 vaccines
Other vaccines; comprising all vaccines not included in the above groups

Western Australian Vaccine Safety Surveillance Report 2022
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3. OQverview

3.1. Summary of AEFI reporis

The number of AEFI reports was substantially lower in 2022 than in 2021 (Figure 1), declining from
a total of 10,576 in 2021 to 2,853 in 2022. Additionally, the overali AEF| report rate declined in 2022
relative to 2021 as indicated by the downward trending ‘AEF| Report Rate’ line (Figure 1). However,
reporting remains higher than the average annual number prior to the introduction of COVID-19
vaccines (2,853 compared with an average of 323 per year for the 2018-2020 period). In 2022,
January to March saw the highest number of AEFI reports corresponding with the sustained high
number of COVID-19 vaccinations administered at that time. The high uptake in COVID-19
vaccinations was likely in anticipation of the WA hard-border re-opening and the potential threat of
COVID-18 infection being re-introduced to the WA community.

@ AEF| Reports  w====AEF| Report Rate
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Figure 1: Number of AEF! reports by vaccination month and year overlayed with reporting rate per 100,000 doses
adininistered by vaccination month and year (2018-2022).

3.2. Characteristics of AEFi reports

Table 1 describes the demographic details of the vaccine recipient, the AEFI reporter's details, the
vaccine provider's details, the surveillance type used to receive the AEFI report and how the AEF!
report was managed, for adverse events following vaccinations administered between 2018-2022.

Consistent with previous years, a greater proportion of AEFI reports were submitted by, or on behalf
of, females (57%) as compared to males (42%). The greatest proportion of AEFI reports (35%) were
for 30—48-year-olds, as was the case for the 2021 vaccination period, reflecting a high number of
vaccines administered in this group. Prior to the availability of COVID-19 vaccines (first administered
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Table 1: Characteristics of AEFI reports fo WAVSS, 2018-2022

Characteristic 2018, 2019, 2020, 2021, 2022,
N = 308 N = 295 N = 366 N = 10,576 N = 2,853
Female 181 (59%) 172 (56%) 216 (59%) 5,791 (64%) 1,636 (57%)
Male 124 (40%) 122 (41%) 150 (41%) 3,760 (36%) 1,205 (42%)
Unknown” 3 (1.0%) 1(0.3%) 0 (0%) 35 (0.2%) 12 (0.4%)
Aboriginal Status - T et DO e
Aboriginal™ 12 (3.9%) 16 (5.4%) 29 (7.9%) 193 (1.8%) 73 (2.6%)
Non-Aboriginal 206 (67%) 217 (74%) 255 (81%) 9,473 (90%) 2,433 (85%)
Unknown 90 (29%) 62 (21%) 42 (11%) 910 (8.6%) 347 (12%)
TP 5 S T e e
<5 years 125 (41%) 123 (41%) 164 (45%) 148 (1.4%) 186 (6.5%)
05-11 years 18 (5.8%) 18 (6.1%) 54 (8.6%) 14 (0.1%) 260 (9.1%)
12-15 years 20 (6.5%) 22 (7.5%) 40 (11%) 220 (2.1%) 86 (3.0%)
16-17 years 3 (1.0%) 4 (1.4%) 3 (0.8%) 123 (1.5%) 63 (2.2%)
18-29 years 22 (71%) 24 (8.1%) 16 (4.4%) 1,560 (15%) 17 (14%)
30-49 years 37 (129%) 38 (13%) 44 (12%) 4,231 (40%) 999 (35%)
50-64 years 26 (8.4%) 15 (5.1%) 31 (8.5%) 2,647 (25%) 513 (18%)
265 years 43 (14%) 34 (12%) 33 (9.0%) 1,589 (15%) 326 (11%)
Unknown 14 (4.5%) 18 (6.1%) 11 (3.0%) 44 (0.4%) g (0.3%)
“Sutvelllance Type o L o Th s e U A T
Active 4 (1.3%) 16 (5.4%) 88 (24%) 3,860 (37%) 898 (31%)
Passive 304 (99%) 275 (95%) 278 (76%) 8,707 (63%) 1,955 (69%)
FReporterType | o oo m e
Administration/Other 30 (6.5%) 17 (5.8%) 14 (3 8%) 147 (1.4%) 32 (1.1%)
GPBiNurse 242 (79%) 221 (75%) 267 (73%) 3,828 (36%) 1,298 (45%)
Pharmacist 17 (5.5%) 11 (3.7%) 27 (7 4%) 208 (2.0%) 98 (3.4%)
Self/Parent/Guardian 29 (9.4%) 46 (16%) 58 (16%) 8,393 (60%) 1,425 (50%)
_Immunisation Provider Type - . .- .= R
Aboriginal Health 7 (0.3%) 0 (0%) 2 (0.5%) 3 (<0.1%) 2 (<0.1%)
Service
Community Glinic 45 (15%) 46 (16%) 23 (5.3%) 2,665 (25%) 645 (23%)
GP 171 (56%) 146 (49%) 193 (53%) 1,802 (17%) 567 (20%)
Hospital 30 (13%) 30 (10%) 23 (6.3%) 1,393 (13%) 77 (2.7%)
Other 14 (&.5%) 10 (3.4%) 11 (3.0%) 71 (0.7%) 20 (0.7%)
Pharmacy 8 (2.6%) 13 (4.4%) 31 (8.5%) 466 (4.4%) 352 (12%)
Unknown 30 (9.7%) 44 (15%) 77 (21%) 4,123 (39%) 1177 (41%)
Workplace 0 (0%) 6 (2.0%) 6 (1.6%) 53 (0.5%) 13 (0.5%)
©Managed by*** (% Yes) . -, - R R R T R e
Admitted to Hospital 18 (5.8%) 24 (8.1%) 19 (5.2%) 1,015 (9.6%) 319 (11%)
ED 68 (229%) 61 (21%) 66 (18%) 5,036 (48%) 1,056 (37%)
GP 146 (47%) 134 (45%) 151 {41%) 3,155 (30%) 900 (32%)
Helpline 8 (2.6%) 10 (3.4%) 16 (4.4%) 387 (3.7%) 109 (3.8%)
Nurse 69 (22%) 62 (21%) 45 (12%) 549 (5.2%) T30 (4.6%)

“Unknown includes AEFI reporis where gender was not reported and those who reporied ‘neither’; ™ Within Western Australia, the
term Aboriginal is used in preference to Aboriginal and Torres Strait Islander, in recognition that Aberiginal people are the original
inhabitants of Westem Australia. No disrespect is intended to cur Torres Strait Islander colleagues and community; ~Managed by’
categories are not mutually exclusive.
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5. Adverse events following Influenza vaccines

In 2022, there were 188 AEFI reports following influenza vaccines that were assessed as events possibly or certainly related to
vaccination (Figure 5) which is higher than the average of the preceding four years (116 per year). In 2022, the overali AEFI report
rate for influenza vaccines was 17.8 per 100,000 influenza doses administered compared to an average of 14.8 per 100,000 influenza
doses administered between 2018-2021.
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Figure 5: Number of AEFI reports following influenza vaccines by vaccination month and year overlayed with AEFI report rate per 100,000 influenza doses
administered by vaccination month and year (2018-2022).

Western Australian Vaccine Safety Surveillance Report 2022 15




in 2022, the highest number of AEF| reports related to influenza vaccination occurred in those
aged 18-64 years (84/188; 44.7%), who also proportionately receive the highest number of
influenza doses (567,885/1,057,551; 53.7%). Only 33 (17.6%) AEFI reports following influenza
vaccination were reported in children aged under 5 years.

The most frequently reported reactions following influenza vaccines across all age groups were
common, minor and expected (Figure 6}.

e
i

INJECTION SITE REACTION - MINOR/COMMON/EXPECTED

MYALGIA
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RASH
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T T
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Rate of reaction per 100,000 Influenza doses administered

Figure 6: Ten most commonly reported reaclions following influenza vaccines by rate (reactions per 100,000
influenza doses administered).
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Figure 8: Ten most commonly reported reactions following ‘Other’ vaccines by rate (reactions per 100,000 ‘Other’
doses adininistered).

8. Adverse events following COVID-19 vaccines

There were 2,385 individual AEF| reports received for persons vaccinated with a COVID-19
vaccine in 2022 that were assessed as events possibly or certainly related to vaccination.
Overall, the AEFI report rate of any COVID-19 vaccine was 84.1 per 100,000 doses
administered in 2022. This figure is lower than the current reported national rate of COVID-19
vaccine AEF|, 200 per 100,000, which includes all COVID-19 vaccines administered since the
beginning of the COVID-19 vaccine roll-out.'? This figure is likely a reflection of the increased
proportion of booster doses administered in 2022, which is consistent with international data
demonstrating lower AEF| rates following booster doses as compared to primary course doses.
Additionally, this figure also reflects a reduction in reporting of common, minor AEF], likely due
to increased public awareness of these AEFI. Figure 9 shows the number of AEF| reports and
AEFI| report rate by month of vaccination in 2022. The highest number of AEFI reports were
following vaccinations received between January and March 2022, coinciding with the largest
period of uptake of COVID-19 vaccinations in anticipation of the reopening of the WA hard-
border. Between January and March 2022, 84.2% of the yearly total of COVID-19-related AEF|
reports were submitted. From April onwards, a 4" dose (Winter booster) of COVID-19 vaccine
was made available to older and medically vulnerable populations. The uptake of the 4™ dose
was proportionately lower than the uptake of the 3™ dose. With a decline in COVID-19
vaccination uptake, the number of submitted COVID-19-related AEFI reports declined (Figure
9). The AEF! report rate remained largely consistent between April and November. The sharp
decline in both COVID-19 vaccination and AEFI reporting after March contributed to the
observed decline in AEFI report rate. The increase in AEFI report rate in December is likely due
to the small numnbers of immunisations provided, which can iead to a greater influence on the
rate.

A complete breakdown of COVID-19-related AEF| reports and AEF! report rate is presented in
Table 3, stratified by age group, vaccine brand and course.

2 GOVID-19 vaccine safety report - 07-08-2023", Australian Government Department of Health and Aged Care,
hitps:www.tga.gov.au/news/covid-19-vaccine-safety-reporis/covid.19-vaccine-safety-repori-07-09-2023
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Table 4: Events identified through data linkage active surveillance following COVID-19 vaccination,

Event group Number ande;z:a(;rrc,;tesrui’::l (:; :%Zl'data linkage
Cardiac 241 (50.0%)
Common minor 74 (15.4%)
Neurological 54 (11.2%)
Other* 34 (7.1%)
Respiratory 30 (6.2%)
Haematological 14 (2.9%)
Allergic 11 (2.3%)
Immunological 9(1.9%)
Infectious Disease 6 (1.2%)
Unspecified 5 (1.0%)
Accident & Injury 4 {0.8%)
Total number of events 482

‘Other is a callective grouping of evenis not aftributable to the defined categories.

While the data linkage active surveillance system is calibrated to detect and report on SAEFI and
AESI, other reported events, including common, minor reactions or unrelated events captured in
patient case notes during that episode of care can be entered into the AEFI report. Cardiac events
were the most identified event through the data linkage process, comprising 50% of the total
events detected via this method, followed by common, minor reactions. All events detected via
data linkage underwent clinical review at WAVSS, and if the event was determined to be a SAEFI
or AESI, it received additional specialist review (see sections 9 and 10).

8.2. COVID-19 active surveiliance - data linkage, deaths

Data linkage active surveillance processes specifically searched death records for temporal
association with vaccination and identified 130 deaths that occurred within 21-days of a COVID-
19 vaccination. These events are often coincidental, rather than being caused by the vaccine.™
Of these deaths, the median age at vaccination was 63.5 years, with a range of 19 to 96 years.
All cases received specialist review, and where information was sufficient to determine
classification (n = 86), none were found to be causally associated with vaccination. Of the
outstanding cases that have yet to be formally classified (n = 44, 33.8% of deaths identified
through data linkage), specialist review has occurred but confirmation of the final cause of death
from a death certificate or coroner report is pending. There is no indication that these deaths are
likely to be attributed to vaccination based on initial investigation. See section 10 for further
information on the case review process.

9. Adverse events of special interest (AESI) reported to WAVSS

Table 5 describes the count of each AESI against the vaccine(s) administered. If an AESI resulted
following the co-administration of an influenza vaccine and COVID-18 vaccine, the count of that
AESI| was recorded against both vaccines. While AESI detection through active surveillance via
data linkage processes was primarily established for the purpose of monitoring the safety of
COVID-19 vaccines, the fact that AES| are recorded against non-COVID-19 vaccines in Table 5

14 4e50ID-19 vaccine safefy report — (2-12-2021", Australian Government Department of Health and Aged Care,
hitps:/www.taa.gov.au/news/covid-19-vaccine-safety-reports/coyld-19-vaccine-weekly-safely-report-02-1 2-2021#reporis-of-deatti-in-people-
who-have-heen-vaccinated
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and 1.8 cases per 100,000 booster course doses administered. The highest rate of myocarditis
following a primary course vaccination was following Spikevax (Moderna) in the 18~29-year age
group (Figure 11), with a rate of 25.6 cases per 100,000 primary course Moderna doses
administered.
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Figure 11: Rate of myocarditis by age group and vacecine brand per 100,000 primary course doses administered of
the listed COVID-19 vaccines.

The highest rate of myocarditis following a booster course vaccination was following Spikevax
(Moderna) in the 16-17-year age group (Figure 12) with a rate of 41.4 cases per 100,000 booster
course Moderna doses administered.
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Figure 12: Rate of myocarditis by age group and vaccine brand per 100,000 booster course doses administered of
the listed COVID-19 vaccines.
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Figure 14: Rate of pericarditis by age group and vaccine brand per 100,000 hooster course doses administered of
the listed COVID-18 vaccines.

enstrual disturbance

WAVSS monitored reports of menstrual disturbance following cases emerging in national and
international reports. There were 39 cases following COVID-19 vaccines of any reported
menstrual abnormalities (1.4 cases per 100,000 doses administered). Investigation by the TGA
did not find a causal association between vaccination and menstrual changes, however, the TGA
ensured it was added to the Product Information as an adverse reaction that can potentially occur
with the mRNA COVID-18 vaccines in February 2023, and continues to monitor it as a listed
AES]®

Thrombosis with thrombocytopenia syndrome

Thrombosis with thrombocytopenia syndrome (TTS) is a rare but serious side-effect of Vaxzevria
vaccine, first identified in 2021 and continually monitored throughout 2022, No confirmed cases
of TTS were reported in 2022, likely attributable to the reduction in Vaxzervria vaccines
administered in WA comparative to 2021.

20 =cOVID-19 vaccine safety report — 23-02-2023", Australian Government Depariment of Health and Aged Care,
hitps:fiwww.tga gov.aufnews/covid-19-vaceing-safety-reportsicovid-19-vagcine-safety-report-23-02-2023

28

Western Australian Vaccine Safety Surveiilance Report 2022



zZ0zZ Hoday asuearing AJojeg SUI99BA UBIBIISNY LI8)Sap

6¢

(/£ ||qe L) uoieolisse[o Alljesnes OHAA B PoAlsDal

syulodal |43V Z08 10 [ej0] v "uohealisse|o pue dn-mo|jo) sielidosdde saleoal sjusas esay]
(2207 Ul 66 = U) malaed 1sijeioads alnbal os|e Jusas, se pabeu} spodel |43y a4 J0 aWos
JEU] UOBUILISIep PUE SISAJeU. 1aYylLini 0] SPES] U2Iym paliiuap] 89 Aew uojewofu] jeuoippe
‘aBels maiAal Jaupng U} 1y "USepspuUN [jUS Si MaIAR Jaying ‘abel [eijiul Jo aaoadssll)

801 ¥4 454 eal a8l g8e'c ejol

£or € 8 b 9 St JUSAS ShoLeE 8|qlssod

12 0 [ 0 0 6l jusAs-UuoN

ve9'z 8t LOb 20l 28l 126°L ueng

€301 JByio diN xodipy BZUanjju| 61-AIACD abely [eniu]
noib auodEn

dnosl etipoen Ag suodas ({3y jo voneasser efeu) g aiget

‘gegg ul
BunINoo0 SUOIIBUIDORA 10} UoEIKISSED @bkl Ag spodal [43V Jo umopyealq auy) sjussaud g sjgel

‘Aljesnes
Jajul Ajleosiieulolne jou ssop pue uoioesl payodal sy} jo Ajueass ay) Bulplebal SSAYM 01 Hodal
43V 2Ul Ul peplacid Uopewo) au} Lo pased S| JUsA® SnoLas 9|qissod, Jo UojeulLIieiep syl

JUBAS-UON e
eAg e
JUSAS SNOLISS 9[qISSOg o

‘ssl0B81e0 8a.y] ojul pabel Ajeniul ale SSAYAA 01 Pelwgns syodal |43V

{suopiuyep
uonesyIsse|D 10} 2 algel as8s) AJ[esnes OHA B paubisse ale msiasl is)|eioads Buiaiesal |43vs
jo spodas |y ‘(siusoss|ope pue UIp|iyo Jof) feydsoH sualpiyd YHad Jo (synpe Joj) (ejdson
lsupyes) ssleysD IS JB PAIES0| JUlD uonesiunwiwy isieoads B je Jo (9Y03) dnoin msiney
(oD Hadxg ayy Jayie Ag malaal isi|evads alinbal 0} paulLLISep Sle SjUSAS SNOLBS JO sJoday
‘SGAVA 1B MalAal |BOlUID BAI808) suodal |43Y [y (S)uoyoeas papodal su) Jo Ajuenes pue
Auxe|dwos ay; Aq pauluLialep sseo0id malnal [eolulo pabels e obiapun SSAVAA 01 spodal (43

SJUOAD SSIOAPE JO MBIAJI [2oIUlD) "0



Table 7: WHQ causality classification of AEFI reporis by vaccine group

Vaccine group

WHO Classification COVID-18 1 Influenza Mpox NIP | Other Total

A1 (consistent causal
association: vaccine product-
related reaction) 356 13 2 48 3 422
A3 (consistent causal
association: immunisation
error-related reaction) 1 0 0 1 0 2
A4 (consistent causal
association: immunisation
anxiety-related reaction) 4 2 0 B 0 12
B1 (indeterminate:
consistent temporal
relationship but insufficient
evidence for causality) 176 4 B 3 4 193
B2 (indeterminate:
confiicting trends of
consistency and
inconsistency with causality) 39 3 0 3] 0 50
C {inconsistent causal
association to immunisation

[coincidental]} 92 2 0 7 0 101
D (ineligible cases and

unclassifiable cases) 21 1 0 0 0 22
Clinician reviewed as not

serious 1,651 163 95 337 14 2,280
Classification pending 45 0 Q 1 0 46
Total 2,385 188 103 411 21 3,108

All reports of death are included in safety surveillance results, even if a coroner or specialist
review panel has concluded it is unrelated to vaccination. Of the 140 deaths that were reported
to WAVSS in 2022, 130 (92.9%) were identified via active surveillance through data linkage and
10 (7.1%) through other reporting mechanisms. All cases received specialist review, and where
information was sufficient to determine classification (n = 94), none were found to be causally
associated with vaccination. Of the outstanding cases that have yet to be formally classified (n =
48, 32.9% of deaths), specialist review has occurred but confirmation of the final cause of death
from a death certificate or coroner report is pending. There is no indication that these deaths are
likely to be attributed to vaccination based on initial investigation.

Cardiac events identified via data linkage or through other reporting mechanisms were reviewed
with 65 events classified as myocarditis or myopericarditis cases, and 215 events classified as
pericarditis cases. Of the 65 confirmed myocarditisfmyopericarditis cases, 80 were determined to
be causally associated with COVID-19 vaccination. Of the 215 confirmed pericarditis cases, 189
were determined to be causally associated with COVID-19 vaccination and one with influenza
vaccination.
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13. Summary and Discussion

13.1.

Vaccine safety surveillance results
A summary of the past five years of vaccine safety surveillance in WA is presented in Table 9.

Table 9: Doses administered, AEF! reporfed and AEF! report rate by vaccine group and year(s) of vaccination

\é?gsgie Course 251':&:_28;? s Zc?r?l?r?istered ggfel ;;1;:802021 QOEZFZl Reports aDc?;?lfistered ?{Egln Rate
2018-2021 2022 2022

COVID-19" | Primary 10,228 3,886,914 263.1 1,300 807,373 161.0
COVID-19" | Booster 160 164,309 97.4 1,085 2,028,400 53.5
Influenza 14.8 188 1,067,851 17.8

103 3,256 3163.4

3,229,885 411 775,322 53.0

143 430,905 33.2 21 65,873 31.9

"COVID-19 vac Are"onQy available in WA from 2021 onwards. ~Mpox vaccines were not avaifable prior to 2021. AEFI
report rates are presented per 100,000 doses administered of the respective dose (and course where applicable).

Relative to 2021, the AEFI report rate for COVID-19 vaccines has decreased. The AEFI report
rate for primary course COVID-19 doses administered has decreased by 38.8% from 263.1 to
161.0 per 100,000 doses administered. The AEF] report rate for booster course COVID-19 doses
administered has decreased by 45.1% from 97.4 to 53.5 per 100,000 doses administered. The
decrease in the AEFI report rate for COVID-19 vaccines likely reflects the WA population’s
increased understanding of common, minor reactions following these vaccines. This may have
also changed the profile of the AEFI| reports submitted to WAVSS following COVID-18
vaccination, with a greater proportion of reported AEF| being SAEFI and AESI, compared to 2021.
This relative increase also reflects the ongoing active surveillance program, which continued to
focus on relevant SAEF| and AESI.

Slight increases were observed in 2022's AEF| report rate for NIP, influenza and 'Other’ vaccine
groups relative to the previous four-year period. This increase likely reflects the expanding role of
active surveillance methods for detecting AEF1 in the WA population in the last two years. For
example, only 88 distinct AEF! reports submitted in 2020 were via active surveillance, as
compared to 8898 in 2022, a more than 10-fold increase, and a proportional increase in the
contribution of active surveillance by 7%. Greater public awareness of the passive surveillance
program following the COVID-19 vaccine roll-out has also likely marginally contributed to this
increase in the AEF| report rate. It is expected that the combination of enhanced active
surveillance and increased awareness of the passive surveillance program will lead to a higher
background AEFI report rate for all vaccines, when compared to historical reporting data in WA
prior to 2021.

The high rate of AEF| reports observed in the Mpox vaccine group illustrates how effective active
safety surveillance can be in a closely monitored targeted vaccination program. For example,
97.1% of AEF| reports following Mpox vaccination were identified via active surveillance, with
most reactions short-lived and resolved without intervention or with simple analgesia.

13.2. Continued improvements to vaccine safety surveillance

In 2022, WAVSS continued to provide robust, reliable and timely vaccine safety surveillance of
all vaccines administered in WA. WAVSS has adapted well {o significant changes over the past
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future advice regarding local, national and international vaccination programs. In addition, ECRG
and WAVSAC representatives have participated in numerous education sessions to immunisation
providers to improve awareness and understanding of vaccine safety processes and AESI.

The staff dedicated to vaccine safety surveillance constantly improve data capture, data cleaning
and data analysis techniques, leading to yearly improvements in consistency, transparency and
accuracy of reporting.
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