Information for

vaccine providers

Informed consent in under 60s receiving
the COVID-19 AstraZeneca vaccine

Key points

e COVID-19 Vaccine AstraZeneca can be given to adults aged
18-59 years if benefits are likely to outweigh risks and the patient
has provided informed consent. AstraZeneca is the recommended
COVID-19 vaccine for people aged 60 years and over.

e Thrombosis with thrombocytopenia syndrome (TTS) is more
common and severe in younger age groups.

e Patients should be alert to the symptoms of TTS and seek urgent
medical attention.

Current statistics

Based on National data at 4 August 2021, incidence of TTS after
the AstraZeneca vaccine is:

<50 yrs old 50-59 yrs old 60-69 yrs old 70-79 yrs old 280 yrs old
3.4 per 2.4 per 1.5 per 2.0 per 1.6 per
100,000 100,000 100,000 100,000 100,000

For the latest information visit TGA weekly safety report.



https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-safety-report

Discussing the benefits

and risks with patients

Benefits of COVID-19 AstraZeneca Vaccine

¢ Protects people against catching COVID-19, getting very sick
(needing to be hospitalised) and death.

e Protects people’s unvaccinated family and friends (herd immunity)
e Protects the community by decreasing the spread of COVID-19

As more people get vaccinated there may be a reduced need for strict
COVID-19 restrictions

Risks of COVID-19 AstraZeneca Vaccine

e Itisvery rare but possible that people who have the AstraZeneca
COVID-19 vaccine could develop thrombosis with thrombocytopenia
syndrome (blood clotting), Guillain-Barre syndrome (affects nervous
system), or immune thrombocytopenia (causes usual bleeding).

e Thrombosis with thrombocytopenia syndrome (TTS) appears to
be more common and severe in younger people.

e The severity of iliness due to TTS ranges from milder cases to those
with significant long term health conditions and death.

People with a history of the following conditions may be at higher risk
of an adverse event:

e Cerebral venous thrombosis (CVST)

e Heparin induced thrombocytopenia (HIT)

e Idiopathic splanchnic (mesenteric, portal, splenic) vein thrombosis
e Antiphospholipid syndrome with thrombosis

e Capillary leak syndrome



What are the

concerning symptoms?

"

Headaches which start any time following vaccination and persist
beyond 48 hours. Headaches may initially respond to simple pain
relief and may progress to have some unusual features such as:

¢ Headache worse when lying down
e Headache associated nausea and vomiting

Blurred vision, slurred speech, altered mental status or seizures.

Abdominal pain with possible accompanying symptoms which
may include gastrointestinal bleeding, nauseq, vomiting, anorexiaq,
diarrhoea or constipation, or fever.

Signs and symptoms of deep venous thrombosis (lower limb pain,
redness or swelling) or pulmonary embolism (sudden onset chest
pain, shortness of breath).

Signs and symptoms of ischaemia (blocked blood vessels in the
upper and lower limbs i.e. changing colour or sensation in limbs).

Signs and symptoms of myocardial ischemia (heart attack
symptoms such as chest pain).



Identification and referral of
suspected cases

Primary care providers should refer to the Primary Care Approach to TTS
after COVID-19 AstraZeneca vaccine (see link below).

People with concerning symptoms that might be related to TTS after
a COVID-19 AstraZeneca vaccine should be referred to an emergency
department urgently.

Discussing the risks with your patient

e TTS is triggered by the immune system’s response to the vaccine.

e TTS is different to other types of clots such as clots caused by other
medications (e.g. oral contraceptive pill). People are not more at risk of
experiencing TTS because they have risk factors for other types of clots
(e.g. are taking the oral contraceptive pill, long distance travel or smoking).

e When talking to a patient you should avoid comparing the risk of death from
AstraZeneca with the risk of death from other activities or the risk of dying
from COVID-19.

e When discussing AstraZeneca COVID-19 vaccines with younger patients it is
important to remember that younger patients are more likely to experience

Tier 1 TTS (clots in unusual locations e.g. CVST). Older patients are more likely to

experience Tier 2 TTS (clots in usual locations e.g. pulmonary embolism, DVT).
Patients who experience Tier 1 TTS have higher morbidity and mortality.

e TTS has a different mechanism to most other causes of thrombosis and/or
thrombocytopenia. Based on this, the following people can receive COVID-19
AstraZeneca vaccine safely:

e Past history of venous thromboembolism in typical sites (e.g. pulmonary
embolism)

e Predisposition to form blood clots, such as those with Factor V Leiden, or
other non-immune thrombophilic disorders

e Family history of clots or clotting conditions

e Currently receiving anti-coagulant medications

e History of ischemic heart disease or cerebrovascular accident
e Current or past history of thrombocytopenia



Additional resources

Submitting a adverse event report helps to ensure a safe and effective
COVID-19 vaccine program in Victoria. Submit a report for a patient here.

Weighing up the potential benefits against the risk of harm from AstraZeneca.

Resources to support informed consents:
e Advice for COVID-19 vaccine providers

e Consent information for vaccine providers

e COVID-19 vaccination - Consent form for COVID-19 vaccination | Australian
Government Department of Health

Supplementary AstraZeneca training module

e Vaccine providers are strongly recommended to complete the AstraZeneca
supplementary module available on the Melbourne Vaccine and Education
Centre (MVEC) website.

Other useful resources from MVEC:
e TTS Animation

e MVEC AZ Reference page

e COVID-19 FAQs

Providing your patient with resources to take home
e Information on the COVID-19 AstraZeneca vaccine

e Informationon TTS
o After your AstraZeneca vaccine

To assist in screening and diagnosis of TTS please be familiar with the below
resources:

e Primary care approach to thrombosis with thrombocytopenia syndrome after
COVID-19 AstraZeneca vaccine (health.gov.au)

o Information for vaccine providers on TTS following COVID-19 vaccination

Other useful resources:

e Previous thrombotic event: ATAGI statement for health care providers on
suitability of COVID-19 vaccination in people with history of clotting conditions

o ATAGI/THANZ statement provides further guidance for the AstraZeneca vaccine
and narrows contraindication

e The Thrombosis and Haemostasis Society of Australia and New Zealand
(THANZ) COVID-19 Related resources: www.thanz.org.au/resources/covid-19

Department

For more information visit:
www.coronavirus.vic.gov.au/vaccine TORIA | fficaimn

Government



https://mvec.mcri.edu.au/references/saefvic/
https://www.health.gov.au/resources/publications/covid-19-vaccination-weighing-up-the-potential-benefits-against-risk-of-harm-from-covid-19-vaccine-astrazeneca
http://www.health.gov.au/resources/collections/covid-19-vaccination-advice-for-covid-19-vaccine-providers
https://www.health.gov.au/resources/publications/covid-19-vaccination-consent-information-for-providers-covid-19-vaccination-consent-and-faqs
https://www.health.gov.au/resources/publications/covid-19-vaccination-consent-form-for-covid-19-vaccination
https://www.health.gov.au/resources/publications/covid-19-vaccination-consent-form-for-covid-19-vaccination
https://education-mvec.mcri.edu.au/courses/covid19az/
https://urldefense.proofpoint.com/v2/url?u=https-3A__vimeo.com_569211460&d=DwMGaQ&c=JnBkUqWXzx2bz-3a05d47Q&r=Prstbg9FDDpDwrfiVC5_3hkxcuzTzLWe8RCWlj3iF4M&m=Mzh8ZFhd2uYGZn-rMOxKH7rMpkOxqwIFGyT0uGfdVSk&s=YTE0cICqtdPZY17EbIZnDOWrlc7XDbohv7GPtB2kBxY&e=
https://urldefense.proofpoint.com/v2/url?u=https-3A__mvec.mcri.edu.au_references_astrazeneca-2Dcovid-2D19-2Dvaccine-2D2_&d=DwMGaQ&c=JnBkUqWXzx2bz-3a05d47Q&r=Prstbg9FDDpDwrfiVC5_3hkxcuzTzLWe8RCWlj3iF4M&m=Mzh8ZFhd2uYGZn-rMOxKH7rMpkOxqwIFGyT0uGfdVSk&s=_iyxcXk19kb5x2Vl3cmKmiFtVdFaLUdGq93Ag2aalEs&e=
https://urldefense.proofpoint.com/v2/url?u=https-3A__mvec.mcri.edu.au_covid-2D19_&d=DwMGaQ&c=JnBkUqWXzx2bz-3a05d47Q&r=Prstbg9FDDpDwrfiVC5_3hkxcuzTzLWe8RCWlj3iF4M&m=Mzh8ZFhd2uYGZn-rMOxKH7rMpkOxqwIFGyT0uGfdVSk&s=skmDPSpBq4x2u898zfGla5Z3QfzhbtdFqw8HD0xvleQ&e=
http://www.health.gov.au/resources/publications/covid-19-vaccination-information-on-covid-19-astrazeneca-vaccine
https://www.health.gov.au/resources/publications/patient-information-sheet-on-astrazeneca-covid-19-vaccine-and-thrombosis-with-thrombocytopenia-syndrome-tts
https://www.health.gov.au/resources/publications/covid-19-vaccination-after-your-astrazeneca-vaccine
https://www.health.gov.au/sites/default/files/documents/2021/08/covid-19-vaccination-primary-care-approach-to-thrombosis-with-thrombocytopenia-syndrome-after-covid-19-astrazeneca-vaccine_0.pdf
https://www.health.gov.au/sites/default/files/documents/2021/08/covid-19-vaccination-primary-care-approach-to-thrombosis-with-thrombocytopenia-syndrome-after-covid-19-astrazeneca-vaccine_0.pdf
http://www.health.gov.au/resources/publications/covid-19-vaccination-information-for-immunisation-providers-on-thrombosis-with-thrombocytopenia-syndrome-tts-following-covid-19-vaccination
https://www.health.gov.au/news/atagi-statement-for-health-care-providers-on-suitability-of-covid-19-vaccination-in-people-with-history-of-clotting-conditions
https://www.health.gov.au/news/atagi-statement-for-health-care-providers-on-suitability-of-covid-19-vaccination-in-people-with-history-of-clotting-conditions
https://www.health.gov.au/news/atagithanz-statement-provides-further-guidance-for-the-astrazeneca-vaccine-and-narrows-contraindication
https://www.health.gov.au/news/atagithanz-statement-provides-further-guidance-for-the-astrazeneca-vaccine-and-narrows-contraindication
http://www.thanz.org.au/resources/covid-19

