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Effectiveness of Covid-19 Vaccines against the B.1.617.2 (Delta) Variant
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- Any BNT162b2 ChAdOx1 nCoV-19 Any BNT162b2 ChAdOx1 nCoV-19

Dose 1 Dose 2

Shown is the effectiveness of one dose and two doses of the BNT162b2 and ChAdOx1 nCoV19
vaccines, or either vaceine (“any”™), against symptomatic disease with the B.1.1.7 (alpha) or
B.1.617.2 (delta) variant of the severe acute respiratory syndrome coronavirus 2. I bars
indicate 95% confidence intervals.
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Vaccine Effectiveness (35)

Vaceine Effectiveness against the Delta and Alpha Variants
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Either Vaccine (BNT162b2 or ChAdOuxl nCoV-19)

CONCLUSIONS
Two doses of the BNT162b2 or ChAdOx1 nCoV-19 vaccine

were highly effective against the delta variant of SARS-
CoV-2, although slightly less so than against the alpha
variant.




Chimp adenovirus (ChAdOx1 nCoV-19) S protein (now called AZD1222¢g
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—— mMRNA vaccines
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Diagram: Callaway, E. (2020). The race for coronavirus vaccines: a graphical guide. Nature,
https://www.nature.com/articles/d41586-020-01221-y
Image from the Noun Project
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What's in the Pfizer jab?

Nucleoside-modified
messenger RNA — active
ingredient

((4-
hydroxybutyl)azanediyl)bis(hexane-
6,1-diyl) bis(2-hexyldecanoate)
(ALC-0315) — lipid casing
2-[(polyethylene glycol)-2000}
N,N-ditetradecylacetamide
(ALC-0159) — lipid casing

Distearoylphosphatidylcholine
(DSPC) — lipid casing

Cholesterol — lipid casing
Potassium chloride — salt

Monobasic potassium
phosphate — salt

Sodium chloride — salt

Dibasic sodium phosphate
dihydrate — salt

B Sucrose — sugar

Water for injections

What's in the AstraZeneca jab?

B Recombinant, replication-
deficient chimpanzee
adenovirus vector — active
ingredient

M Histidine — amino acid

M Histidine hydrochloride
monohydrate — amino acid
salt

B Sodium chloride — salt

B Magnesium chloride
hexahydrate — salt

B Disodium edetate (EDTA) —
salt

Sucrose — sugar
Ethanol absolute — alcohol

Polysorbate 80 — surfactant

Water 5



~ ©)AusvaxSafety

An NCIRS led collaboration

As at 16 August 2021
All people
3,913,283 surveys sent Australia wide* 42,059 surveys sent Australia wide*
2,407,369 participants (61.5% response rate) 29,954 participants (71.2% response rate)

54.3%, of participants reported no adverse event

45.7%, of participants reported any adverse event

t" ; 0 9°/ of participants reporied visiting a doctor or
A «7 /0 emergency department

How does it work?

Smart\/a)

Day 0 Day3 i Day 8 | 6 weeks

7

You will get the 1 You will get the 2nd  after your COVID-19
survey from your vaccine you will get
ticipating te state/territory the final survey* Vaxt raCker
immu nma‘uan cllmc health de Jr—ITr 1ent  health department
or your or your Monitoring Vaccine Safety
immunisation immunisation
provider provider
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Comirnaty dose 1 & 2

Current as at 16 August 2021

EE 1,007,479 people responded to an SMS/email about their health in the three days after their
=  (COVID-19 vaccinations.

¥
0

372%

reported any
adverse event

6.7%
reported missing work, study
or routine duties
for a short period (<1 day
missed by the majarity).

0.5%
reported seeing a doctor
OF E0iNE t0 emergency
department in the days after
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wmm==_ Comirnaty vaccine Dose 1- All participants

62.8%

reported no adverse event

374,832 people reported one or more adverse events.

The most commonly reported were (% of total participants):

Injection site pain

209%

Fatigue

Headache

Muscle/body aches

Joint aches/pain

Chills

Injection site swelling

10% 20% 0%

These symptoms are known to occur after vaccination. They are generally mild and short-lived. Az

Comirnaty vaccine Dose 2 - All participants

Current as at 16 August 2021

‘
o

56.4%

reported any
adverse event

21.2%
reported missing work, study
or routine duties
for a short period (<1 day
missed by the majority).

1.3%
reported seeing a doctor
or going to emergency
department in the days after
vaccination.

)

EE 770,864 people responded to an SMS/email about their health in the three days after their
COVID-19 vaccinations.

43.6%

reported no adverse event

434,988 people reported one or more adverse events.

The most commeonly reported were (% of total participants):

Fatgue

43.3%

Injection site pain 42 8%

Headache
Muscle/hody aches 27
Chills.

Joint aches/pain

Faver

20.0% 30.0% 40.0%

These symptoms are known to occur after vaccination. They are generally mild and short-lived. Az
with any adverse event reports, not all symptoms reported may be caused by the vaccine; they

may be coincidental and due to other causes. Refer to Comirnaty Product Information on the TG
website for further details.




Astra Zeneca dose 1 & 2
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COVID-19 Vaccine AstraZeneca Dose 1 - All participants Fs

Current as at 16 August 2021

EE -ll29,?23 people responded to an SMS/email about their health in the three days after their

= COVID-19 vaccinations.

¥
®

55.6%
reported any
adverse event

17.6%
reparted missing work, study
or routine duties
fora short period (=1 day
missed by the majority).

1.0%
reported seeing 3 doctor
ar going to emergency
deparment in the days after
waccination.
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by 4%

reported no adverse event

238,?15 peaple reported ane or more adverse events.

The mast commonly reported were (% of total participants}

These symptoms are known to oocwr after vaccination. They are generally mild and shori-lived. 4s
with any sdverse svent reports, not all symptoms reporied mey be causad by the wacrine; tey
may be wincidentnl and due to other cowses. Refer to COWID-T5 Vaccne Asirafenecs

Product Informetion on the TGA website for further details.

COVID-19 Vaccine AstraZeneca Dose 2 - All participants s

Current s at 16 August 2021

199,1?# people responded to an SMS/email about their health in the three days after their
COVID-19 vaccinations.

73.6%

reported no adverse event

¥

9 | 52,‘!-39 people reported one or more adverse events.
The maost commonly reparted were (5% of total participants}
26.4%
reparted any
adverse event
53%

reparted missing work, study
or routine duties
for a short period {=1 day
missed by the majority).

0.5%
reported seeing 3 doctor
ar g0ing to emergency
department in the days after
vaccinatian. with amy sdverse avent reports, not all symptoms reporied may be csused by the vaccine; they
may be coincidental and due to other causes. Refer to DOWID-15 Wecoine Astrafenscs

These symptoms are known to occwr after vaccinetion, They are generally mild and shori-lived. &s

Product informeticon on the TaA wetsite for further details.
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AstraZeneca COVID-19 vaccination (within 4-
42days following vaccination)

Report Form AESI

4;'& Australian Covernment Office use ﬂl‘lh,'. ® Suspected Th rombOSiS With
E '::f" Ihepartment of Health Date report received: . .
Thcrspeutic Goods Adniniskaiion Notiication ID: Thrombocytopaenia Syndrome following

National Adverse Events Following
Immunisation (AEFI) reporting form

e Death that is unexpected/unexplained within 6

remenaem weeks following a vaccination

Sumame:

First name:

e Anaphylaxis following COVID-19 vaccination

Gender: Male

HFM requiring hospital admission

:|Unknown
i - e Suspected Guillain-Barré syndrome or new
Age: Months or Years

onset neurological event following COVID-19
vaccination requiring hospital admission

Street address:

Suburb:

e Suspected vaccine-related myocarditis
following COVID-19 vaccination

State:

Postcode:

Mame of parent/guardian:
(if relevant)

e Other unexpected, serious events requiring
Landine (inc. area code) or mabie hospitalisation following COVID-19 vaccination
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TGA weekly data

Total adverse event reports to 8 August 2021

48,143 13,723,146

Reporting rate per 1000 dose Total AEFI reports received Total doses administered

30,795 17,034

Total reports for AZ vaccine Total reports for Comirnaty

Total reports for brand not

specified
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TGA Weekly Data .

Total cases CDC classificationt

Table 1: Newly confirmed and probable TTS cases for the week of 6-12 August 20214

Tier 1 Tier 2 Not classified
New confirmed TTS New probable TTS Soyears |2 1 1
30-39 2 2
Tiwo new cases: Nine new cases. 40-49 6 6
. . 50-59 23 1 7 5
v 2J-year-0ld woman from Victoria v 61,77,84 and 85-year-old women from NSW
60-69 24 9 6 9
v 8)-year-old man from Western Australia |+ Two 73year-old men from NSW
70-79 33 9 8 16
v 60 and 78year-old men from NSW 80+ 14 3 6 5
| d f o All ages 104 M 28 35
v 70-year-old man from Victoria 48 men, 56 women)

T The US CDC classification is defined as:

 Tier 1 =clotsin an unusual location (such as the brain or abdomen) and a low platelet count
with or without antibodies that activate platelets (anti-PF4 antibodies)

« Tier 2 = clots found in common locations (such as the leg or lungs) and a low platelet count and
anti-PF4 antibodies

» Not classified = case does not meet the criteria for Tier 1 or Tier 2 (for example clots in common
locations with low platelet count but no evidence of anti-PF4 antibodies).
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TGATTS

Table 3: Time to onset, treatment and outcomes for TTS cases*

Time to onset/ diagnosis (days) Median (range) 12 (1-83)
Treated in ICU At any point 32

Currently 6
Outcome Discharged 86

In hospital 12

Fatal 6

*Data is based an the most recent medical information available to the TGA
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CVST

Thrombosis and thrombocytopaenia with COVID-19 vaccine

CT Venogram
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Heparin Induced

-0

Thrombocytopenia ™

Atibocdy mediated activathion of platebhets with heparsm exposuare
Thrombocytopenia </~ venous and artenal thromboses
6 peroent daily risk of thrombosis, amputation, and death

PF4 Heparin
87T Score:

<D
- e = Degree of thromDOCYTO=ria
Timing of platedet count fal
Thromboss
Other possiile causes

Platelets 19G Anti PF4 Ab Thrombocytopenia
(sensitive test) Rude owut plateiet Cumping
- - Decraassd production
(v * Theer DOMNe marrow

IncCreased destruction
spleen, immune mediated, HIT)

Serotonin Release Assay
(SRA) (specific test)

;;‘ ~ e 2 sqw

- - - — 47 Score
~ \ V4
2 . L . Stop Anti PF4 Ab ELISA
L. P
”- OD <06 0620 >20
SV oy, = I N
’ > ."7‘.‘,: ‘; -ot Sm SRA

’ \ St!)p '
Platelet Activation and Aggregation C'd
HIT

Thrombosis %

A,
'«L“L)' 5 Pearls on Heparin-Induced Thrombocytopenia | Core IM Podcast
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https://www.coreimpodcast.com/2019/11/13/5-pearls-on-heparin-induced-thrombocytopenia/

THANZ Multidisciplinary' VITT Guideline for Doctors @

A severe prothrombotic syndrone ssocinied with thrombocytogenia has been described m o small sember of patients Patient p]"ES!?:nES with ai:u.te onset symptnnu.fmgns !]fl]lmmeSlS D_]' .
exposed 1o the COVID-19 AsaZenera nd Janssen {Rohnson & Johnsom) vaecines. This syndrome is currently being called ﬂmmcﬁ“ﬁ“lﬂ and received AZ or Janssen (1) COVID-19 vaccine in
severnl names: VITT (vaceine-induced insmee thrombotic Srombosyiopenia syndrons:), TTS |thincmbsis with last 4 — 42 dﬂ}’s
thromte yiopenia sysadrome), and YIPIT (vaccine-induced prothrombotic immunethrombocysopenia). For he purposes of
this Thromibscsis & Hoenwostasis society of Assirlia New Zesland (THANZ) Mahidciplinary guideling, the term YITT will Clinkeal judgement should be exerclsed as to whether 1
be used. [1 bas been chaerved in carly reponed cases that plaedet rmsfusions and admintsimtion of heparn may lead i patients showld be referred in ED at this pednt in time
progressive thrombosis.
[ MOT give heparin or LMWH
Wiar causes this symdrome? : d ; b
The exnct pathophysiclogy of the syndrome is still unknown however, the majority of cases are sssocisted with the presence Obtain URGENT FBC, APTT, PT, fibrinogen snd [)-dimer within 4 hours
of pathological antibodies against platelet ficter 4 (PF4) or FF4/polyanicn complexes. These antibodies are only deizcable 1 l l
b specific ELISA methods in specialired [sboamiorie.
D-dimer = 5 x upper limit of normal D-dimer =5 x ULM Didigmer < 5 x ULN
Hh-.l shauli ot VITT? _— et = T
thmr:d’Tmpm-t 42 duys afer vaccination, AND (ULN) and platelets < 150 x 10°/L L

*  Thrombosk - cerebral venous sivees, splanchmic vein: DYT/PE or arierial drombeis; AND

v Thrombocyiopenis (<130 x 107, AND I l

*  High d-dimer iypically = § x ULK)

VITT Suspected g VITT Not Excluded
s Organise URGENT imaging® | . *  Repeat FBC within

i i 2dhours as platelet counts
«can drop within 4+ hours
in VITT

*  Clmical judgement
regarding meed for further
\__ dangnastic evaluation

* Sy phonma i e
CWT: persmtent heslache, viswl chanpss

fisial n:lw.'l:p.ll S, SCLAINCY, COmE,
Thrombasis Confirmed | | Thrombosis NOT Confirmed | iy 0
e ——— J
FE'D'\T.Lhn.I pum, dysproca, ley pain,
redness or swcling
r/l'" "\\' Aurteril vechsomia: palker md coldacss in
Faossi limb, myocandial ischaonis
mvlﬂ Thrambscylopenia: poohise, il o
* Consult haematologist bruisy or blecding
® Collect and send samples for VITT
beshing ST cerchial venagram for CVT and CT
A 3 = tdxn:nmlh uml.md i m:hm Vem
"l:'n.llldE ll'._'lN-Iq)u.nn prophylactic —— k2l *
anticoagulabon and/ar [Vlg
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THAMZ VITT Advisory Statement: June 29, 2021

Patients who have received COVID19 vaccine

Persistent organ-specific symptoms suggestive of thrombosis
D443 post waccination

¥
Platelet count =150x10%/L AND L 4
D-dimer at least 55 upper limit of normal [ULM]) £ low fibrinogen If platelet count >150x10°/L and D-dimer >
|= SxULN, repeat platelet count within 24h ot
) earlier if clinical deterioration
Proceed with imaging appropriate to site of symptoms
17 Collect assay samples for VITT testing: 4 serum & 4 citrate tubes ‘L

| Mo thrombosis | Thrombosis confirmed
l Anticoagulation required
Consid rophylactic d bl lati ith
MIICET prophy aHD?{-EZ:;:inmagu A it Therapeutic anticoagulation with a NON-heparin
Recommend administration of 1V1g 1-2g/kg in 2 divided doses
l NO platelet transfusion

ELISA test for anti-PF4 antibodies

¥

ELISA test for anti-PF4 antibodies
MNegative AMD functional VITT testing
|
¥
Continug to moniter FEC Conslder therapeutic anticoagulation -
Consider repeating ELISA in with a NON-heparin -
several days | Both assays negative | | Eoth assays positive
Function ¥ITT testing [see text) ¥ |
Review anticoagulant Continue NOK-heparin
cholce In consultation with anticoagulant AMD discuss
Negatlve Positive Haemostasis expert with Haemostasis expert
Review requirement for anticoagulant Consider therapeutic anticoagulation
and agent choice in consultation with with a NON-heparin
Hasmostasis expert
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CPVID-19
ACCINATION

Primary care approach to
thrombosis with
thrombocytopenia
syndrome after COVID-19
AstraZeneca vaccine

Key Points

+ Consider thrombosis with thrombocytopenia syndrome (TTS) in anyone presenting with
possible thrombosis or thrombocytopenia, 4-42 days after having COVID-19 Vaccine
AstraZeneca

» Refer suspected cases immediately to emergency if they are acutely unwell (e.g.
neurological deficit)

« Initial investigations are a full blood count and D-dimer, which can be performed in the
community if results are reviewed within 6 hours

o Typical lab findings of TTS are thrombocytopenia (platelets < 150 x 10%/L) and very high D-
dimer (25 x ULN)

CPVID-19
JB\CCINATION

Patient Information on thrombosis
with thrombocytopenia syndrome

30 June 2021 - Version 3.2
What has been updated:
Updated TTS time to onset.

AstraZeneca Vaccine and the COVID-19 vaccination program

The Australian Government receives advice and recommendations from the Australian
Technical Advisory Group on Immunisation (ATAGI) about the AstraZeneca vaccine.

There has been a link between the AstraZeneca COVID-19 vaccine and a rare condition called
thrombosis with thrombocytopenia syndrome (TTS). This condition appears to be more common
in younger adults.

Thrombosis with thrombocytopenia syndrome (TTS) is a serious, rare condition associated with Comirnaty is the preferred COVID-19 vaccine for adults under l‘?ﬂ years of age at this time.
COVID-19 Vaccine AstraZeneca, that can lead to long term disability or dea is However, adults under 60 years of age may still choose to receive the AstraZeneca COVID-19
emerging evidence that early detection and management of cases, includin, hospital vaccine if they have weighed up the benefits and the risks. Talk to your doctor or immunisation
can prevent the development of more serious complications.' provider to help inform your decision.

Background

There is no association between Comirnaty (Pfizer) vaccine and TTS.

W
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All adults are recommended to be vaccinated against COVID-19. The risk of severe illness and
death from COVID-19 progressively increases with age in older adults. This means that older
adults will have a higher benefit from vaccination.
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Medium exposure risk in the Australian context

Scenario 2! Infection rate similar to second wave of COVID-19 in Yictoria
(275 infections per 100,000 people in a 16-wesek period)

For every 100,000 AstraZeneca vaccinations

Age Potential harms Potential benefits

Ausiralise data an 5118 Sone 3030

18-24 1.9 blood clots (TTS) = 0.1 deaths preventad
=0 1.3 10U admissions prevented
sBRRRRRRREN 19056 hospitalizations prevented

I0-39 = 0.2 daeaths prevantad
-
1.6 blowd clots (TTS) B 1.721CU admissions prevented
sARRARRERERN 197 nospitalisations prevented

A0-49 5.0 blcod chkots n‘:'l"l'E_)a — Q.0 deaftins prevanted
2.6 1T admissions prevented
1&.F hosgitalisations prawamtad

50-59 gl 27 bleod cots (TTS) =0 1.3 deaths prevented
sBBRRNE 5.6 iCU admissions prevented
~AHERRNENRNNNNNERNNNRNNENR =243 nospitalisations prevented

.40 deaths prevantad
7.0 1CU admissions preventad

GO-59 =l 1.4 blood clots (TTS

[ | )
0.4 hospitalsations pravanted
=-100NN =

TO-73 gl 1.8 biood clots (TTS) «IRRNRNNNNNNENANNENRRN 214 deaths prevented
[ |

.6 ICL admissions prawented

&2.1 hospitalisations prawemted

B0+ BR 1.9 blood clots (TTS)

1236 deaths prevented

£ 2 1CU admissions prewented

2605 hospitalisations pravented

GOVERNMENT



