COVID-19 vaccine safety and efficacy

Date Thursday 15 April 2021, 12.30pm AEDT
Presenters Prof James Ward
Prof Kristine Macartney

This activity has been developed in partnership with Aboriginal Health & Medical Research Council of NSW , NSW Health, Centre for
Aboriginal Health and National Centre for Immunisation Research and Surveillance
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Acknowledgement of Country

We recognise the traditional custodians of the lands
and seas on which we live and work.

We pay our respects to Elders past and present.

-
1 ACCLP — Aboriginal m
4 RACGI B s NSW
Rl At g o | N e et 4 “eri'ax‘vvmn Council AT T

Health @NCIRS: D % (;(Itb(.lnn:‘lnya_.\n




Presenters

-~

1 7\‘

o R

3 .
Prof James Ward Prof Kristine Macartney
Director, UQ Poche Centre Director of The National Centre for
UQ Poche Centre for Indigenous Health Immunisation Research and
Viertel Snr Medical Research Fellow Surveillance (NCIRS)

School of Public Health, the University
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Learning Outcomes

By the end of this webinar, participants will

1. Understand the impact and the need for ongoing consideration of
COVID-19

2. Understand vaccine safety and efficacy

3. Identify possible risk factors and adverse events
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https://covid19.who.int/

Global Indigenous populations COVID-19

—
Australia 150 (1) 0 Commenced
(Aboriginal & within 50 ACCHS,
Torres Strait data available
Islander) soon on doses
Canada (FN, Inuit 25,174 (2) 635 290 610 communities
Aboriginal) 60-75%
community adults
vaccinated
USA (Al AN) 181,576 (3) 5,477 >400,000
32% of total AI/AN
population
NZ (Maori) 202 (4) 14 5 Just starting
Pacific islanders 191 (4) 2 (4) 1 vaccine program

Border and HCW

Indigenous peoples and COVID-19

» Brazil death rate is 16x higher among Indigenous peoples
« 1000 deaths and 50000 infected
* Very much likely to be an under estimation

 New variant of concern

Aboriginal
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COVID-19

 |ts here to stay its never going away

* As soon as we open borders we will be liable

* Increasing VOC in global population

» At pandemic height for last 7 weeks more than 4m cases per week
« Disparity in vaccine availability between rich and poor countries
 Its not where we ant to be 16 months into a pandemic
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Vaccination and Public health

» Heralded as one of the big breakthroughs in public health

» Polio measles smallpox tetanus Hib cases have dramatically
decreased since vaccines introduced

* As much as we vaccinate children with concern for their livelihood
we now need to consider our elderly and their livelihoods COVID-
19 impacts the frail people with comorbidities and the elderly

» Intergenerational households, family events funerals and other
large gatherings are especially prevalent in our communities.
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Vaccination for COVID-19

Total vaccine doses
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Which vaccines where and when for Australia?

Novavax
Protein sub-unit
With adjuvant
2-8°C

Aus:51m doses
2 dose schedule

Not yet registered
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https://www.nps.org.au/australian-prescriber/articles/covid-19-vaccines-are-we-there-yet
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Pfizer/BioNTech
mRNA vaccine
- 80°C storage
(now some -20°C))
Aus: 40m doses
2 doses: 21 days apart

Started: 22 Feb 2021
Hubs in major metro
ACF outreach

AstraZeneca/Oxford
Viral vector vaccine
2-8°C
TGA Registration
Aus:53.8m doses
2 doses:12 weeks apart

Started: 7 March: hubs




Vaccination: known side effects

AusVaxSafety safety data (4t April)
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NO SAFETY SIGNAL DETECTED
242,255 surveys sent Australia-wide
165,209 participants (68.2% response rate)

49 A%, o partsopants reported no siverse avest
50,67, of particpants poctog svw advera st
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» Day 3 survey responses on adverse
events

* Both Comirnaty and AstraZeneca

« Data complements the TGA enhanced
safety surveillance activities
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COMIRNATY Dose 1 COMIRNATY Dose 2

Responses to Day 3 survey Responses to Day 3 survey
27.888 Pruple egored ane Of MO adwires Faents '8,769 peopie reported one or mare adverss soeats,
The most commoaly repored wre (% of ta partcipantst e mesT commenly reparted were (% of O participentss
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Maashbody o5es

0.0% 100% 20.0% 0.0% N 50.0%

36% reported one/more adverse event 60% reported one/more adverse event

0.7% reported medical attendance
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1.9% reported medical attendance
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https://www.ausvaxsafety.org.au/safety-data/covid-19-vaccines

AstraZeneca Dose 1
Responses to Day 3 survey

37,011 people reported one or more adverse eyents

The most coommonly reported were (% of total participants)

S1.9%

72% reported any adverse event
2.4% reported medical attendance
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Real-world vaccination UK: ,lﬁ'

Self-reported systemic adverse events after vaccines

Pfizer vaccine
Dose 1 Dose 2 Astra Zeneca vaccine
Dose 1
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https://papers.ssrn.com/sol3/papers.cfm?abstract_id=3795344

Adverse events: Indigenous and non Indigenous people in ﬁ

AuStra lla Table. Participation and health impact reported by participants for adverse events in Day 0-3

foll g COVID-19 by Indig) status, brand and dose

Varishle, m¥ (%) Abonginal & Torres Swras Non-indigéenass
landaer

Pamopaton (responss rate 1o survey | 23050168 (T4 6% 162.6858210.720 (77 2%)
Comirnaty Dase 1
Any adverse event! A0 142 181 407175 540 {36 4%
WVedical Atlecdance’ 178,142 (1.5%) ST4T5540 (0.8%)
Aissed werk, Mudy of nomalirouting dutes 56114274 5% 337475521 {4.5%)
Comirnaty Dose 2
Any adverse event” 237830 (44N 18,531/30.744 (30.3%)
Medic| Attendance® T30 (5.0 T2030.744 12.3%)
Wiased work, sudy or normalroutes dutes  $9/438 (21 8%) 688430 731 421 3%,
C-19 Vaccine AZ Dose 1
Any adverye event’ £15007 (63 8% J8.R5550.390 (54 8N
Medical Atendance® 26807 (3.2%) 1,277/50,300 (2.3%)
Mssed work, study of nomasrouting dutes 165805 {24.2%) 13 1B8'56,331 (234%)

YAy adrerse evers those who answered "Yes 10 the question TH you have any reaction's) n e 3 days lowing he
racert COVID-18 vaccination™

MoSeal atordance (MA|: those »00 answesed Yes' 1o he question 'Did any of e SymMetons cause you 1o Seek
aduceicae from a doctoohealiicare professional?’ and Sched 'Care from a GF (In persen, teleheath, emal, urgent
care 2inic, rome Soctor ) andor Vit %0 & hospital emangency depanment’
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Vaccination and co-morbidity

Benefits Risks
» People with certain health  Clinical trials — no evidence of
conditions at higher risk of different risk profile in those

COVID-19 with comorbidities
 Priority group for vaccination * No risk in post-market

« Many of 800 million surveillance seen
vaccinated worldwide have
risk conditions

Aborginal
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Thrombosis (clots) and thrombocytopenia (low platelets)
syndrome (TTS) after vaccination?
« appears to be new syndrome (internationally accepted name to be confirmed, also called VITT, VIPIT at present)
* mechanism may be similar to rare reaction to heparin infusion (HITS) but without heparin
» Blood clots in unusual places and low platelets — platelet dysfunction causes clotting and
* Veins in brain (cerebral sinus venous thrombosis)
* Veins in abdomen (splanchnic veins)
» Also can be other sites (very ill patients) and rarely arterial thrombosis
* Onset and progression over 4-20 days after vaccination with Astra Zeneca vaccine
» Exact rate uncertain — estimates currently 4-6 per million; slightly more common, but still rare in younger adults
* No RISK FACTORS identified (including gender) — ie can’t predict individuals who will get it
» Exact mechanism still under study

MHRA: www.gov.uk/government/news/mhra-response-to-irish-authorities-action-to-temporarily-suspend-the-astrazeneca-covid-19-vaccine
EMA: www.ema.europa.eu/en/en/news/emas-safety-committee-continues-investigation-covid-19-vaccine-astrazeneca-thromboembolic-events

https://www.tga.gov.au/alert/astrazeneca-chadox1-s-covid-19-vaccins
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http://www.gov.uk/government/news/mhra-response-to-irish-authorities-action-to-temporarily-suspend-the-astrazeneca-covid-19-vaccine
http://www.ema.eurpa.eu/en/en/news/emas-safety-committee-continues-investigation-covid-19-vaccine-astrazeneca-thromboembolic-events

Case series — 10 April
| ]

Thrombosis and Thrombocytopenia

after ChAdOx1 nCoV-19 Vaccination Thrombotic Thrombocytopenia
after ChAdOx1 nCov-19 Vaccination

ABSTRACT

CONCLUSIONS

Vaccination with ChAdOx1 nCov-19 can result in the rare development of immune
thrombotic thrombocytopenia mediated by p(atclct—activating antibodies against
PF4, which clinically mimics autoimmune heparin-induced thrombocytopenia.
(Funded by the German Research Foundation.)
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New rare thrombosis and thrombocytopenia syndrome

* Case management and investigation
*  What to look out for — new onset severe headache, abdominal pain 4-20
days after vaccination
* First steps
* detailed medical assessment
* FBC, d-dimer and other clotting studies
* If hospitalised — consult haematologist on medical management e e ot Eet

OO 15 refnted rascurcons

* ISrare, but awareness important

* TGA reporting of cases (2 confirmed in Australia in ~700,000 doses of AZ)
https://www.tga.gov.au/alert/astrazeneca-chadoxl1-s-covid-19-vaccine-1
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Program materials updated

COVID-19
ACCINATION

Consent form for
COVID-19 vaccination

Betore coopiatng v fomn make s po Asve mead [he rvormeton sneel on e cecons you
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About COVID-19 vaccination

Pacpie who faves s COVID- 18 waccrmnion Aawe 3 muce iower chance of peting ek Yom the
Sumane cabes COM-10

W 11 e £l
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AsraZenaca COVD-19 vccine

On the day you receive your vaccine

Safrw you gut vactinaled, Ml e person gying you Bu vaccnation il you

o Faww Bad e MGG nchon, pertostrty sneptrdasss (s sevivs slergc rencton) to 8
grovicus dose of a COVID-18 vaocine, 1o an ngredient of 2 COVID-18 yacoine, o to
CAhar VaLLines O medication

o ¥ you are isvmunocompronised. This means hat you have o woakaned immanoe sysiem
Tt iy sk of Penrther for you b Sgt rdections and o e

* ¥ you have & st histary Of comebeal vencus sicus frraedoss (8 fype of Srain olol) or
hopare induced romBbocytopenta (a rare roacion 1o hepann treatment)

Vour nend 10 Faves tavo cdomes of e e braned of visccane. The peeson GRTs) you your
waccirion Wit el you whan you nesd 10 hres e eacond waccination
Nedic aspenty fawe wsted COVID- 15 waoomes 1 ey sone they Mo safe. Most sde effocs

w . Thay mary sdart on e Sy of vacosetar and last for sround 3.3 deys. A with ary
Vaszw o rreiorm. Siere My e rew sedior urkroran aoe effecs,

A very rarm nkds wBvcd of SH008 Sotsag fas Seen raponed 1 B 4-20 cvgs st the Bt of
AsraZeneca COVD-18 veccie This x 2o ssan st e saccnd dom of Asradensca
COVID- 19 vaezcane o aher vy cooee of Corramaty | Plaar] vaccise For At ithemason on
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Yas No

0 [ Do you have any terous alergies. 0 anything

[ [ veevw yous vsad an alergic resction aher barg waccnaing befow?

[0 [0 Do you have & mast col disorder?

] [0 wave you had GOVID-15 bafore?

0 [T Doyouhav a ieedng decde™

O [0 Doyoelske ary madoine 1o fhin your Blood (an anbcoagudant therapy)?

[ [ Doy huve o wenhuoed irrmune syehm (ramanocorpeoniesd

O O Ao youprogram?

0o Mave you boen sich welh ) Cough. sore ool lever o ane Seefing sick in
anthee wing?

L 0 vove you rad o COVIG-TH varmnation beforn™

[1 [ teve you secetend mvy o wscsinetion in the st 14 daya?
Relovant b AstraZeneca COVID. 13 vacaing onty”

() [0 v you reed oarstral vanous sinus Bromboss in e post?

O [0 Have pou tad hesamn-ndoond Srambocytopand in e past?

[ [ Are you under 5 yesrs of age”?
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ATAGI statement on AstraZeneca
vaccine in response to new vaccine
safety concerns

A statement fram the Australian Technical Advisory Group on
Immwnisation (ATAGH) on the AstraZeneca COVID-19 vaccne in
1OSPONGE 10 I'ew vaccing safaty concems,
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[Consent information and patient resources
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UK benefit risk
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Weighing op the podential benefits awmd hovms of the Astra-Zenscg COVID-19 wacoine
For 100,000 people
with low exposure risk’
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https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/9
76877/CovidStats_07-04-21-final.pdf

Age group

60-69yr

Weignhing op the potential benefits and harms of the Astra-Jeneca COVD-19 vaveine

For 100,000 people
© with high exposure risk”
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UK assessment of benefit v risk
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What are the benefits und risks of the veccination?
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News overnight
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Cases of Cerebral Venous Sinus Thrombosis with
Thrombocytopenia after Receipt of the Johnson & Johnson

COVID-19 Vaccine
Dstritutest v he COC Hoalh
Mot Nabwork ts an oMfici
Aok 19, 201100 PMET I 2 'A' JI i

HEALTH ALERT
COCHAN-00442 reairiaear uerwons}

Summary

As of Apnil 12, 221 appecsormanely G 25 milhon doses of e Joreson & Johnson 14} COWD- 18 vacomo (lanssen)
Dave DOGn DATEN R0 N e Uniled Stalkes The Canders for Dasase Controf and Priseniion {COC)and the U S
Food and Drug Adeesalranon (FDA) &0 mviewing dala maolving sl U S cades of o e tppa of 2o0d dot n
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NoODOCRpNN A & pabanty who haw eoeedy ot e J8J COVID-1D vactins. When T1usa spechic iype of
ohocd clots s obanived fdkoweg JE) COVID 10 o it Trom the ol
frpicaity be admmnisierad for blood clots. Basad on studes condutied among he patonts dagrossd wrh smmuans

aller ho COVE-18 vaccine i Ewrope, the pathogeness of these swm and
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CUC will convene an emergency meeing of the A ¥ G Prochoos ACP) on
wgnnt_': Aol l},zml,pwwnﬁuc&nqq?ﬁmw?aﬁn_vq!m FDA
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NACCHO FAQ

https://www.naccho.org.au/aboriginal-health-

)

-, NACCHO

alerts-coronavirus-covid-19/

Latest safety information to be

updated
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Information about
COVID-19 vaccines for
Aboriginal and Torres
Strait Islander People

Heath & Medioal
easareh Counci NSW
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https://www.naccho.org.au/aboriginal-health-alerts-coronavirus-covid-19/

COVID-19 vaccination

+ 14 days between COVID-19
vaccine and any other vaccine
(including flu)

» All Aboriginal people (aged = 6
months) — flu vaccine free

https://www.ncirs.org.au/updated-resources-
2021-influenza-vaccines-australians-fact-sheet-
and-fags
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and influenza

Influenzavaccination

urteg COVIP 49 pandemie

Updatad rescurces - 2021 ieflueeas vaccines for Austcaliass Fact sheet and
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Take home messages Astra Zeneca

» Preference Pfizer for under 50 year olds

* AZ = not contraindicated
e Rare but severe event
— ?1 per 200 000 doses

Under 50 yr olds can weigh individual risk-benefit

«  Onset 4-20 days post vaccine Commonwealth, state and territory governments

* Only reported after dose 1
* Dose 2 can be given

- .
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examining how overall immunisation program will
be ‘modified’ to account for these changes and
ensure greater access to Pfizer doses
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Other questions?
What about those aged 50-60 years old?

— If no contraindication — current advice is proceed
What if | have had “clots” in the past?
— If acquired — eg DVT after leg surgery — then current recommendation is safe to proceed

— If congenital thrombotic disorder
» Advice is being generated by ATAGI — due for release in next week

What if | have already had dose 1 of AZ?
— If no reactions continue with dose 2
Should | get a different vaccine for dose 2?
— At the moment = No
— Mixed vaccine schedule studies underway in the UK

- Health @)NCIRS’.J‘J“ ‘ ‘# (.h“.
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Current status of COVID-19 in Aboriginal &
Torres Strait Islander communities

» Since January there have been 145 cases of COVD-19 reported among
Aboriginal and Torres Strait Islander Peoples compared to near 27,000 cases
in the non Aboriginal population here.

* This equates to a rate of around 6 times less than the non-Indigenous rate of
diagnosis

* There have been no deaths, no cases reported in remote communities and we
constantly are governing the situation

« But we are very early into the pandemic
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Dally numar of Now Casas

07 Sep
14 Sap
2 Sep
22 Bep
05 0ct
12 Oct
19 Oct

Oct
02 Nev

Previous Research from HiN1 2009 influenza
pandemic
» Highlighted serious gaps in governance aspects of the pandemic (notifications
hospitalisations and deaths)

* Including expressed distrust and scepticism in relation to current Australian
health policies on containment and told the researchers that specific plans for
Aboriginal and Torres Strait Islander peoples were needed.

* Respondents indicated that policies and plans had been developed without
respectful engagement with communities.
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We listened, we learnt, so did Government

» Established early in March 2020

» Taskforce is Chaired jointly by the National Aboriginal Community Controlled Health
Organisation (NACCHO and Dr Dawn Casey) and the Commonwealth Department of
Health (Dr Lucas De Toca)

* The taskforce has 30-40 members; mostly comprising Senior staff from ACCHS
nationally, including CEOs, and Aboriginal and non Aboriginal Doctors, experts

* Met initially three times per week and now once a week to discuss strategy, emerging
issues, reports from strategies already implemented; concerns from the field.

- — .
L RACGP Y e ik r - }% i
l:-u\-—--- g A | [ et 7‘" X “Rr:‘%:,\-;;:mc:‘ ﬂ"‘s‘w Health 0 [\lClRS' i = (.(ltt‘(.mn:‘lﬂ‘j:m‘

Aboriginal & Torres Strait Islander COVID-19
Taskforce Roles

+ Implement an Emergency Response Plan for Aboriginal & Torres Strait Islander Australians and
communities, across urban regional and remote by developing a National Management Plan

* Advise on the National Management Plan
+ Identify and escalate emerging and pressing issues

* Review and inform key documents, guidelines and plans as needed —the CDNA Series of
National Guidelines for Public Health Units: Coronavirus Disease 2019 (SoNG)

+ Liaise with Australian Health Protection Principal Committee (AHPPC) and its standing
committees

+ Review new communication materials to be sent out through existing channels
» Present information and advice to the Department of Health’s Communications Branch
« Aid the flow of information with the Aboriginal and Torres Strait Islander Health sector
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https://www1.health.gov.au/internet/main/publishing.nsf/Content/cdna-song-novel-coronavirus.htm
https://www.health.gov.au/committees-and-groups/australian-health-protection-principal-committee-ahppc

Australian Health Protection Principal Committe)
» Chief Medical Officer Australia and State and
Territory Chief Medical Officers
* Protection of State and Territories, Border
restrictions,
» S/T surveillance responses plans

| Regular Advice |

( Communicable Diseases Network \
Australia COVID-19 Working Group
» Leaders of State and Territory
Communicable Disease Branches,
experts
« National Surveillance, guidelines, policies
and advice to and from Aboriginal

Taskforce AHPPC and National Cabinet
- 2 MG -
Heatth \JNCIRG:wice '!*B e

Aboriginal and Torres Strait Islander Taskforce on
COVID-19
* Chaired by NACCHO & Department of Health
* ACCHS representation nationally, Government reps
nationally
» Specific issues related to surveillance,
preparedness, response and communication,
planning documents
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Useful resources

+ COVID-19 vaccines, Department of Health: The latest news and www.health.gov.au
information about COVID-19 vaccines in Australia. T —
https://www.health.gov.au/initiatives-and-programs/covid-19-

www.ausvaxsafety.org.au

vaccines
www.tga.gov.au
www.mbsonline.gov.au

» Coronavirus (COVID-19) Updates and Information, National
Aboriginal Community Controlled Health Organisation
(NACCHO)
https://www.naccho.org.au/aboriginal-health-alerts-coronavirus-
covid-19/

+ COVID-19 Resources for Aboriginal and Torres
Strait Islander communities

https://www.naccho.org.au/covid-19-resources

« NCIRS
https://www.ncirs.org.au/covid-19/covid-19-vaccination-
program-australia
https://www.ncirs.org.au/updated-resources-2021-influenza-
vaccines-australians-fact-sheet-and-fags
https://www.ncirs.org.au/public/influenza-vaccination-during-
covid-19-fags-aboriginal-and-torres-strait-islander-people
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https://www.health.gov.au/initiatives-and-programs/covid-19-vaccines
https://www.naccho.org.au/aboriginal-health-alerts-coronavirus-covid-19/
https://www.ncirs.org.au/updated-resources-2021-influenza-vaccines-australians-fact-sheet-and-faqs
https://www.ncirs.org.au/updated-resources-2021-influenza-vaccines-australians-fact-sheet-and-faqs
https://www.ncirs.org.au/public/influenza-vaccination-during-covid-19-faqs-aboriginal-and-torres-strait-islander-people
http://www.health.gov.au/
http://www.ncirs.edu.au/
http://www.ausvaxsafety.org.au/
http://www.tga.gov.au/
http://www.mbsonline.gov.au/
https://www.naccho.org.au/covid-19-resources

Useful resources

Australian Technical
Advisory Group on L
Immunisation (ATAGI) e

Clinical guidance on use of
COVID-19 vaccine in Australia
in 2021 (v2.0)

COVID-19 vaccination
decision guide for women
who are pregnant,
breastfeeding, or planning

Australian Technical pregnaney
Advisory Group on R
Immunisation (ATAGI)

fond

COVID-18 vaccination
decision guide for frail
older people, including
those in residential aged
care facilities

ATAGI immunisation provider ~ a—

guide 1o cbtaining informed

Australian Technical
Advisory Group on
Immunisation (ATAGI)

or COVID-19 . : ’
consentfer vacene. Decision guides coming soon

for Immunocompromised and
palliative care

ascia Information

B RACGP
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Medicare Support for

COVID-19 Vaccinations

MBS COVID-18 Vaccine Sutabilty Assessment Servce

s 23 7 33,702
— :  E— | ==
Phase 1B COVID-19 ———

vaccine roll-out - General T
Practice EOl process s
Frequently asked questions — —

Australia’s active vaccine safety system

O Ausvax-fi
CINCIRS:

QNCRS:

Q

COVID-19 vaccines:
e—— Frequently asked
questions

Health @N(leh - o
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AT T
COVID-19 vaccines — Is it true
— Accurate, evidence based answers
— https://www.health.gov.au/initiatives-and- [SITTRUET coviD-19 ]
programs/covid-19-vaccines/is-it-true vaccines:
ANSWeRLS Frequently asked
NCIRS Frequently Asked Questions questions
— https://www.ncirs.org.au/covid-19/covid-19-vaccines- — h
. Questions about vaccination program
frequently-asked-questions o ) o
‘Which COVID-19 vaccines are being used in Australia in 20217 ~
National coronavirus and COVID-19 vaccine helpline Wheo will get 2 COVID-19 vaccine first and how is this decided? ~
Where will people be able to access the vaccine, and will it be free? ~
— 1800 020 080 How will | knew when it is my turn to be vaccinated? w
Will the COVID-19 vaccine be mandatory? w

Translating and Interpreting Service

— 131450
)
B RACGP oy
Rl At a1 e et 2 dmmh Council AT T

What is Inerd immunity and how does it relate to the COVID-19 vaccination program? ~

Which COVID-19 vaccines are already in use in other countries? w

Health @NClRS?f-E“' o
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Any questions....
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