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Efficacy and Safety of NVX-CoV2373 in Adults in the United States and Mexico
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Safety and Efficacy of NVX-CoV2373 Covid-19 Vaccine
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Systemic solicited AEs

Local solicited AEs

Safety and immunogenicity of NVX-CoV2373 (TAK-019) vaccine in healthy Japanese
adults: Interim report of a phase I/ll randomized controlled trial
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Safety and immunogenicity of seven COVID-19 vaccines as a third dose (booster)
following two doses of ChAdOx1 nCov-19 or BNT162b2 in the UK (COV-BOOST): a

blinded, multicentre, randomised, controlled, phase 2 trial
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Table 20. Myocarditis and/or Pericarditis Cases (In Order of Time to Onset From Vaccination)

Age/ Preferred Dose Number,
Study Sex Term Days to Onset Comments Seriousness/Outcome FDA Opinion
301 16/M Myocarditis NVX CO Dose 2, Preceding nonspecific Serious event. Hospitalized Temporal relationship and lack of
2 days viral illness and 4 days and treated with clear alternative etiology supports
IDER 2% concomitant IVIG. Event a concern for causal relationship
methylphenidate use. recovered/resolved. to vaccine
(Peak troponin ~32,000
ng/L)
302 19/M Myocarditis NVX MRI consistent with Serious event. Hospitalized Temporal relationship and lack of
Dose 2, myocarditis (peak 5 days. Event resolved after clear alternative etiology supports
'L‘% K 2 days troponin ~7,800 ng/L) approximately 1 month. a concern for causal relationship
xR Pharyngitis and to vaccine
lymphadenopathy 11
days later
301 28/M Non-ST NVX Booster, Adverse event described Serious event. Hospitalized Temporal relationship and lack of
elevation 3 days as acute MI but 2 days. Event recovered/ clear alternative etiology supports
Mi myocarditis in differential, resolved. a concern for causal relationship
Initial with chest pain and to vaccine
report: elevated troponin (~300
atypical ng/L). Unclear rationale
chest pain for diagnosis of non-ST-
elevation myocardial
FESTE R BILFHIEE infarction versus
myocarditis. Cardiac MRI
scheduled.
302 60/F Pericarditis NVX CO With fever, elevated Serious event. Hospitalized Temporal relationship and lack of
N Py Dose 2, WCC and neutrophils, 2 days. Event recovered/ clear alternative etiology supports
d L‘Hﬁﬂx 8 days ECG consistent with resolved. a concern for causal relationship
pericarditis. Troponin to vaccine
normal.
301 20/M Pericarditis NVX CO History of sore throat and Non-serious event. Although temporally related to
and Dose 1, fever 8 days prior to Participant was not vaccination, ARF and
myocarditis 10 days events, with exposure to  hospitalized. Second CO nonrheumatic streptococcal

DRH - DB

streptococcal pharyngitis,
and elevated anti
streptolysin O titers.
Troponin normal.

dose not administered.
Participant lost to follow-up.

myocarditis are also plausible
alternative etiologies.

45
Age/ Preferred Dose Number,
Study Sex Term Days to Onset Comments Seriousness/Outcome FDA Opinion
301 67/M Myocarditis NVX Concomitant COVID-19  Serious event. Hospitalized  Relatively longer latency and
N e e Dose 1, infection and acute for 5 days. Second NVX diagnosis of COVID-19 support
ILVEA ﬁ 28 days kidney injury. Maximum  dose not administered. an alternative etiology, although
troponin: 5329 ng/L. Event resolved with association with vaccine cannot
sequelae. be definitively excluded.
301 31/F Myocarditis Placebo Diarrhea and social Serious event. Hospitalized Long time to onset, unrelated to
e Dose 2, history of alcohol intake. for 2 days. Event placebo vaccination
ILVEA ﬁ 72 days Maximum troponin 0.33  recovered/resolved.
ng/mL (normal <0.04)
Source: EUA 28237 Amendment 20, May 2, 2022, Table 1.
Abbreviations: ARF=acute rh tic fever; CO=cr ; COVID-19=coronavirus di 2019; ECG=ell diog Mi=myocardial inf: ; NA=not applicable (non-serious

event); NVX=NVX-CoV2373; WCC=white cell count.

Vaccines and Related Biological Products Advisory Committee June 7, 2022 Meeting Briefing Document - FDA

https://www. fda. gov/media/158912/down|oad
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Safety and Efficacy of Single-Dose Ad26.COV2.S Vaccine against Covid-19
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US Case Reports of Cerebral Venous Sinus Thrombosis With Thrombocytopenia After
Ad26.COV2.S Vaccination, March 2 to April 21, 2021

Table 1. Demographic Information and Clinical Features of Initial 12 Patients With Cerebral Venous Sinus Thrombosis and Thrombocytopenia Following Emergency Authorization Receipt
of Ad26.COV2.S Vaccine—US, 2021*

Time in days
Patient CVST risk Vaccination to Vaccination Other thromboses Discharge
No. Age,y factor® symptom onset® to admission Initial signs/symptoms Late signs/symptoms Location of CVST Intracerebral hemorrhage diagnosed to home?
1 240 Yes 6 11 Headaches, lethargy Severe headache, Right transverse sinus Right temporoparietal No No
left-sided weakness, and right sigmoid sinus junction
dry heaving
2 18-39 No 9 16 Headaches Severe headache, aphasia  Left transverse sinus, left  Left temporal lobe Left internal jugular vein ~ Yes
sigmoid sinus, confluence thrombosis
of sinuses, and straight
sinus
3 18-39 No 8 17 Headaches, fever, Left arm weakness, gaze  Superior sagittal sinus, Bilateral frontal lobes, No No
vomiting deviation, left neglect, inferior sagittal sinus, right subarachnoid and
seizure, changes in speech  straight sinus, cortical intraventricular
veins
4 18-39 Yes 8 16 Headaches, nausea, Severe abdominal pain, Right transverse sinus No Portal vein thrombosis Yes
myalgia, chills, fever fever and right sigmoid sinus and right pulmonary
embolus
5 18-39 Yes 6 18 Chills, dyspnea, fever, Bruising, unilateral leg Right transverse sinus No Bilateral lower extremity ~ No
headache swelling, loss of and right sigmoid sinus DVT, right internal jugular
consciousness vein thrombosis
6 240 Yes 13 15 Back pain, bruising, Headache Right transverse sinus Right occipital lobe Portal vein thrombosis, No
abdominal pain and straight sinus splenic vein, right hepatic
vein, distal superior
mesenteric vein, right
posterior tibial and
peroneal DVT
7 18-39 No 15 18 Headache, neck pain, NA; worsening of initial Superior sagittal sinus, No Right internal jugular No
nausea, vomiting, symptoms transverse sinuses, vein thrombosis
photophobia straight sinus, possible
sigmoid
8 18-39 No 10 23 Headache Left lower leg pain Right transverse sinus, No Lower extremity DVT, Yes
and foot swelling right sigmoid sinus pulmonary embolus, right
internal jugular vein
thrombosis
9 240 No 7 11 Headache, cognitive Aphasia, seizure Superior sagittal sinus, Bilateral frontal lobes None No
fogginess, right arm bilateral cortical veins
weakness
10 18-39 Yes 7 10 Headache, nausea, Loss of consciousness, Superior sagittal, right Right temporal lobe and None No
vomiting, photophobia seizure transverse and sigmoid left cerebellar
sinus hemisphere, subarachnoid
11 18-39 Yes 11 25 Headache, blurry vision Neck stiffness, Torcula, bilateral Right posterior temporal  Bilateral internal jugular No
vomiting transverse sinus, right lobe vein thromboses
sigmoid sinus
12 240 Yes 6 13 Headache, petechial rash,  Dizziness Left transverse No Right pulmonary Yes
neck pain, photophobia, and sigmoid embolism, left internal

body aches

jugular vein thrombosis

Abbreviations: CVST, cerebral venous sinus thrombosis; DVT, deep vein thrombosis; NA, not applicable.

2 Data as of April 21, 2021.

b CVST risk factors include obesity (n = 6), hypothyroidism (n = 1), and combined oral conceptive use (n = 1).

€ CDC medical officers used clinical judgment to determine symptom onset date and timing, and there may be
differences between other reports.

9 Qutcomes for those not discharged home include continued intensive care unit hospitalization (n = 3),
non-intensive care hospitalization (n = 2), and death (n = 3).

| See, et al. JAMA. 2021 Jun 22;325(24):2448-2456. (doi: 10.1001/jama.2021.7517.)
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Table 1. Number of administered doses of COVID-19 vaccines and selected suspected adverse
reactions* by reaction type in EU/EEA, as of 28 April 2021 [15,16]

Adverse Coagulopathy (% of ADM) DIC (% of ADM) ITP (% of ADM) TP (% of ADM)
events
C‘m ?:: 9691295 17625 5 1 5 1 39 2 55 6
o (0.181864)  (0.000052)  (0.000010)  (0.000052)  (0.000010)  (0.000402)  (0.000021)  (0.000568)  (0.000062)

151306 " 7 7 4 8 0 178 15
Sl 166 o) (00000 (0000007 (0000007  (0000004) (0000088 (0)  (0000184)  (0.000016)
184833 7 2 3 1 167 6 605 5

L V803 o) (00028 (0000007 (0000120 (0.000040)  (0.000609)  (0.000022)  (0.002206)  (0.000164)

c\m?:s o 413 0 0 2 0 0 0 7 0
g (0.420832) 0) (0) (0.002038) ) 0) 0] (0.007133) [0)
354177 128 10 47 16 291 8 845 66

Lo 3739633 ocis6)  (000009%)  (0000007)  (0.000035)  (0.000012)  (0.000218)  (0.000006)  (0.000632)  (0.000049)

ADM — Administered; DIC-Disseminated Intravascular Coagulation; ITP — Immune Thrombocytopenia; TP — Thrombocytopenia
* The causality between the suspected adverse reactions/adverse events and vaccines has not been assessed. 22



Vaccine-induced immune thrombotic thrombocytopenia

Frederikus A Klok, Menaka Pai, Menno V Huisman, Michael Makris Lancet Haematol 2021; 9: 73-80
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In Norway, Schultz and colleagues 4 reported five cases of VITT among 130 000
individuals who received the AstraZeneca— Oxford vaccine giving an incidence
of one in 26,000

In the UK, the MHRA reported 367 VITT cases after 24-7 million of the first
vaccination and 44 cases after the second AstraZeneca—Oxford vaccination,

giving rates of one case per 67,302 vaccinations and one case per 518,181
vaccinations, respectively.

From the USA, reported 12 cases of VITT after the Johnson & Johnson vaccine
after 7 million doses, suggesting a rate of one case per 583,000 vaccinations.

The MHRA gives the risk of VITT after the first dose of AstraZeneca—Oxford
vaccination as one in 100,000 for people older than 50 years and one in 50,000
for those aged 49 years or younger.

Age restrictions for vaccdnation with A
AstraZeneca-Oxford vaccine introduced R4¥ 11 @ Hx ﬁﬁﬂ

by the UK for people younger than WI6, 2021]
30 years (April 7, 2021)
Age restriction increased to

Platelets Adenoviral

vector > FoRIIA
vacclne (promotes platelet

Platelets
agm@ Z g O O clearance) Tissve Fackor

Y FcyRIla

PF4 Proinflammatory P fant
y milieu caused by (activates platelets)
vaccine components /
Lymph node dﬁ-Put.a!ive PF4-viral Monocytes \ aTissue
protein complex O factor
Y 3= FoyRI
< (activates monocytes) * FcyRlla
A(’:,‘I';f'rr)“ (induces NETosis)
Anti-PF4 antibodies
memory
B cells ~ *
Figure 2: Proposed pathophysiology of vaccine-induced i th botic thrombocytop

PF4=platelet factor 4.

Identification of VITT announced patients younger than 40 years
as new syndrome by scientists from in the UK for vaccination with
Norway, Germany, and the UK AstraZeneca-Oxford vaccine
(March 19, 2021) (May 7, 2021)
December January February March April May June
2020 Bl 2021 ‘ 2021 - 2021 . 2021 2021 2021
| [ g
EMA approves MHRA and EMA announce
AstraZeneca-Oxford new syndrome of thrombosis,
vaccine (Jan 29, 2021) thrombocytopenia, and anti-PF4
antibodies (April 7, 2021)
MHRA approves
AstraZeneca-Oxford vaccine MHRA and EMA announce
(Dec 30, 2020) no increase in thrombotic risk
after COVID-19 vaccination
MHRA approves (March 11, 2021)
Pfizer-BioNTech vaccine
(Dec 2, 2020)
Figure 1: Timeline of the develop of ad irus-based c irus vaccines and first recognition of
vaccine-induced i thrombotic thromb

On August 12, 2021, the full report from the first 294 UK cases was published.* EMA=European Medicines Agency.
MHRA=Medicines and Healthcare Products Regulatory Agency. VITT=vaccine-induced immune thrombotic
thrombocytopenia.

UK Expert Haematology Panel

Suspected VITT in case of: Required tests in diagnostic VITT diagnostic criteria
work-up of VITT
AstraZeneca-Oxford or Full blood count and blood Thrombocytopenia (platelet
Johnson & Johnson vaccine film, liver or renal function count <150 x10° cells per L),
5-30 days before onset of D-dimer >4000 FEU
symptoms (fibrinogen-equivalent units),
venous (or arterial)

2 i thrombosis, ELISA positive,
Signs of venous or arterial Activated partial functional test positive
thrombosis, such as severe thromboplastin time,
headache or other prothrombin time,
neurological symptoms fibrinogen concentrations,

(or both) D-dimer concentrations
New bleeding tendency or Heparin-induced
petechiae thrombocytopenia ELISA test

for anti-platelet factor 4
antibodies and functional
assay

Figure 3: Overview of the diagnostic investigation of VITT

Functional assays might involve a functional heparin-induced platelet activation assay, a serotonin-release assay,
or a flow-based platelet activation assay. FEU=fibrinogen-equivalent units. VITT=vaccine-induced immune
thrombotic thrombocytopenia. 23




FDA NEWS RELEASE

Coronavirus (COVID-19) Update: FDA Limits Use of

Janssen COVID-19 Vaccine to Certain Individuals

@ More Press Announcefi@hUM/EHiata-RRleaS- oom/press-announcements)

May 05, 2022

Espafiol (/news /p lizacion-sobre-el

Today, the U.S. Food and Drug Administration has limited the authorized use of
the Janssen COVID-19 Vaccine to individuals 18 years of age and older for whom
other authorized or approved COVID-19 vaccines are not accessible or clinically
appropriate, and to individuals 18 years of age and older who elect to receive the
Janssen COVID-19 Vaccine because they would otherwise not receive a COVID-
19 vaccine.

Key Points:

o After conducting an updated analysis, evaluation and investigation of
reported cases, the FDA has determined that the risk of thrombosis with
thrombocytopenia syndrome (TTS), a syndrome of rare and potentially life-
threatening blood clots in combination with low levels of blood platelets
with onset of symptoms approximately one to two weeks following
administration of the Janssen COVID-19 Vaccine, warrants limiting the
authorized use of the vaccine.

¢ The FDA has determined that the known and potential benefits of the
vaccine for the prevention of COVID-19 outweigh the known and potential
risks for individuals 18 years of age and older for whom other authorized or
approved COVID-19 vaccines are not accessible or clinically appropriate,
and for individuals 18 years of age and older who elect to receive the
Janssen COVID-19 Vaccine because they would otherwise not receive a
COVID-19 vaccine.

¢ The Fact Sheet for Healthcare Providers Administering Vaccine
(https://www.fda.gov/media/146304/download) now reflects the revision
of the authorized use of the Janssen COVID-19 Vaccine and includes a
warning statement at the beginning of the fact sheet for prominence which
summarizes information on the risk for TTS. Additionally, information on
the revision to the authorized use of the vaccine and updated information
on this risk of blood clots with low levels of blood platelets has been added
to the Fact Sheet for Recipients and Caregivers
(https://www.fda.gov/media/146305/download).

covid-19-la-fda-limita-eluso-de-la-vacuna-contra-el-covid-19-de)

Current Status

The FDA and CDC have continuously monitored for and investigated all
suspected cases of TTS reported to VAERS. In an updated analysis of TTS cases
following administration of the Janssen COVID-19 Vaccine that were reported to
VAERS through March 18, 2022, the FDA and CDC have identified 60 confirmed
cases, including nine fatal cases. The FDA has determined that the reporting rate
of TTS is 3.23 per million doses of vaccine administered and the reporting rate of
TTS deaths is 0.48 per million doses of vaccine administered.
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Considerations

e FDA does not recommend using COVID-19 laboratory tests to screen routine blood

Updated Information for Blood Establishments donors.
Regarding the COVI D-1 9 Pand emic and Blood e The blood establishment’s responsible physician must evaluate prospective donors

Donation

and determine eligibility (21 CFR 630.5). The donor must be in good health and meet

all donor eligibility criteria on the day of donation (21 CFR 630.10). The responsible

Content current as of:
01/11/2022

o

physician may wish to consider the following:

individuals diagnosed with COVID-19 or who are suspected of having COVID-
19, and who had symptomatic disease, refrain from donating blood for at least
10 days after complete resolution of symptoms,

individuals who had a positive diagnostic test for SARS-CoV-2 (e.g.,
nasopharyngeal swab), but never developed symptoms, refrain from donating at
least 10 days after the date of the positive test result,

individuals who are tested and found positive for SARS-CoV-2 antibodies, but
who did not have prior diagnostic testing and never developed symptoms, can
donate without a waiting period and without performing a diagnostic test (e.g.,
nasopharyngeal swab),

individuals who received a nonreplicating, inactivated, or mRNA-based COVID-
19 vaccine can donate blood without a waiting period,

individuals who received a live-attenuated viral COVID-19 vaccine, refrain from
donating blood for a short waiting period (e.g., 14 days) after receipt of the
vaccine,

individuals who are uncertain about which COVID-19 vaccine was administered,
refrain from donating for a short waiting period (e.g., 14 days) if it is possible
that the individual received a live-attenuated viral vaccine.

https://www. fda. gov/vaccines—blood-biologics/safety-availability-biologics/updated-
information-blood-establ ishments-regarding-covid-19-pandemic-and-blood-donation




D9 FUoEBEBROBRMOFIELRMR CKE) @
+ American | Blood
| / Red Cross | Services

Red Cross Donation Safety Protocols 5

COVID-19 Vaccine and Blood Donor Eligibility Information -

The Red Cross is following FDA blood donation eligibility guidance for those who receive a COVID-19 vaccination, and deferral times may vary
depending on the type of vaccine an individual receives. If you've received a COVID-19 vaccine, you’'ll need to provide the manufacturer
name when you come to donate. Upon vaccination, you should receive a card or printout indicating what COVID-19 vaccine was received,
and we encourage you to bring that card with you to your next donation. In most cases, there is no deferral time for individuals who
received a COVID-19 vaccine as long as they are symptom free and feeling well at the time of donation. The following eligibility guidelines
apply to each COVID-19 vaccine received, including boosters:

e There is no deferral time for eligible blood donors who are vaccinated with an inactivated or RNA based COVID-19 vaccine manufactured by
AstraZeneca, Janssen/J&J), Moderna, Novavax, or Pfizer.

e Eligible blood donors who received a live attenuated COVID-19 vaccine or do not know what type of COVID-19 vaccine they received must
wait two weeks before giving blood.

e |fyou have an appointment scheduled and need to change your donation date based on the above guidance, click here.

e |fyou have further eligibility questions, please call 1-800-RED CROSS.

Please note: The Red Cross, as an organization, is not a healthcare provider and is not administering COVID-19 vaccinations in the U.S. However,
Red Cross volunteers who are medical professionals may work with local authorities to help give vaccinations if their state licenses permit them
to do so. In addition, Red Cross teams are currently helping to vaccinate U.S. service members on bases around the world.

The need of blood and platelets is constant.
https://www. redcrossblood. org/donate-blood/dIp/coronavirus—covid-19—and-blood-donation. html
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Donating after the COVID-19 vaccine Novavax COVID-19 vaccine Nuvaxovid
approved by MHRA

Can | give blood if I've had the COVID-19 vaccine?

~ The vaccine has been approved after meeting the required

safety, quality and effectiveness standards.

Yes, but you will need to wait 48 hours from your vaccine before donating (you can attend on the 3rd
day from the date of your vaccine).

If you had side effects from the vaccine such as headache, temperature, aches and chills, please wait From: Medicines and Healthcare products Requlatory Agency
until these symptoms have passed before donating. Rublished.SFebruary;2022

FEFEEREREAIAIRARTANROINTE  PUEROVRR RN

. . -
Why do | need to wait before donating? A PARLIAME
N . A STREET SW1 | SWi
This is a precautionary measure to keep you and the people who receive blood safe. Some people 6
experience side effects from the vaccine such as headache, temperature, aches and chills.

CITY OF WESTMINSTER

Leaving a 48 hour gap between vaccination and donation means that any side effects are unlikely to be _
confused with illness after donating.

Nuvaxovid, the COVID-19 vaccine developed by Novavax, has today been

given regulatory approval by the Medicines and Healthcare products
Regulatory Agency (MHRA).

https://www blood.co.uk/news-and-campaigns/news-and-statements/coronavirus-covid-19-updates/

https://www.gov.uk/government/news/novavax-covid-19-vaccine-nuvaxovid-approved-by-mhra
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Blood STEN CELES So, what type of COVID-19 vaccines are in use in Canada?

ORGANS

Services :rssues

Canada has secured accessed to vaccines from several leading companies, including Pfizer/BioNTech, Moderna, Jannsen and Novavax.
None of these vaccines use live attenuated or weakened SARS-CoV-2 virus, so none should pose a safety risk to recipients. Many of the

ABCS of e ligi b i lity to COVID-19 vaccines already in use, including the Pfizer-BioNTech Comirnaty® and Moderna Spikevax® vaccines, are next generation

messenger (m)RNA vaccines, although some that may be available soon are being made using more classical approaches such as virus-

donating blood, platelets trrices
and plasma

You may not be eligible to donate if your health and/or the safety of Canada’s blood and
plasma supply are at risk. Detailed below are common reasons why we defer some donors. If
you have questions or are unsure about your eligibility, please call to speak with one of our
trained health professionals at 1 888 2 DONATE (1-888-236-6283).

— Vaccinations

If you have recently been vaccinated, you may be temporarily deferred from donate blood or plasma. Review our full list of deferral periods for
vaccinations below.

DISEASE VACCINE BRAND NAMES DEFERRAL
This list is not inclusive of all brand named or generic drugs PERIOD
Anthrax None
Chicken Pox (varicella) Varivax 3 months
Cholera Dukoral (oral) None
Coronavirus (COVID-19) All authorized COVID-19 vaccines in Canada None

https://www. blood. ca/en/research/our-research-stories/research-education-discovery/you-can-sti| |-donate-after-COVID-vaccine

https://www. blood. ca/en/blood/am-i—eligible-donate-blood/abcs—eligibility



Type of COVID-19 Vaccine

1. mRNA vaccine
Pfizer-BioNTech /

Comirnaty COVID-19

vaccine

Moderna COVID-19
vaccine

2. Inactivated virus
vaccine

Sinovac-Coronavac
COVID-19 vaccine

Sinopharm BiBP vaccine

DO F UOEBROROGRAM (P 0H

Deferral Period

No side effects

Muscle ache or pain at
injection site(localized)

Any of the following
Fever or chills

Generalized muscle or joint
aches/pains

Rashes

Lymph node swelling

1 week after vaccination

1 week after

side effect

has resolved

4 weeks

After side effects

have resolved

Virus vector based or live

No side effects

4 weeks after vaccination
attenuated (e.g. those e
manufactured by Astra

Zeneca, Janssen /J&J)

4 weeks after vaccination
or 4 weeks from the time

the side effects have
resolved (which

Any of the following:

Fever or chills
or Unknown type of Covid-

19 Vaccine Any muscle or joint aches

/pains ever is longer)
Rashes

Lymph node swelling

If you have experienced other symptoms not included in the list or if you have
questions,please call the blood bank at 62130626, 63335532 or 67107548 to speak to
our medical staff

ﬂ' MINISTRY OF HEALTH
N[ s

13TH MAY 2022

Starting today, individuals aged 18 years and above who are recommended to receive COVID-19 vaccination, including boosters, may book an appointment to receive
the Nuvaxovid COVID-19 vaccine (Nuvaxovid) by Novavax at the Joint Testing and Vaccination Centre (JTVC) Bishan (former Bishan Park Secondary School), or any of the 20
participating Public Health Preparedness Clinics (PHPCs). The PHPCs will commence Nuvaxovid vaccination from 18 May 2022, while the JTVC Bishan will commence
vaccination services from 24 May 2022.

https://www. moh. gov. sg/news—highlights/details/start-of-nuvaxovid-covid-19-vaccination-and-joint-testing-vaccination-centre—operations
https://www. hsa. gov. sg/blood-donation/covid-19-vaccine



Australian Government

Australian Government

Department of Health

Department of Health

. . Therapeutic Goods Ad strat
Approva] for use In Austra"a 1erapeutic as minisiration
COVID-19 vaccine: Janssen

Nuvaxovid (Novavax) is approved for use in people aged 18 years and over.
5 April 2022

The TGA provisionally approved Novavax for use in Australia on 20 January 2022.

Australian supply

A i The Janssen vaccine is not included in Australia's COVID-19 vaccination program.
The Novavax vaccine is currently available for all people aged 18 years and over. ) prog

Information about Australia's vaccine roll out can be found on the Department of Health's webpage.

COVID-19

ACT

nment

Can | donate blood after being vaccinated?

You will have tqwait at least 3 days after each COVID-19 vaccination to make sure you have had no side effects and are feeling healthy
and well on the day of donation.

For more information, visit the Australian Red Cross Lifeblood website .

https://www. tga. gov. au/covid-19-vaccine-janssen
https://www. covid19. act. gov. au/vaccine/frequent | y-asked-questions#Donating—blood
https://www. health. gov. au/initiatives—and-programs/covid-19-vaccines/approved-vaccines/novavax
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+ Why does Finland allow blood donation after coronavirus vaccination

but Japan doesn't?
Finnish Red Cross
Blood Service Since 14 May 2021, the Japanese Red Cross has allowed blood donations after a two-day

deferral period following vaccination with the Pfizer coronavirus vaccine. The disqualification
from donating blood was temporary, because vaccinations have progressed more slowly in
Japan than in Europe and it took longer for the authorities to approve the vaccine.

In Europe, the guidelines on vaccines and blood donation are issued by the European Centre
for Disease Prevention and Control (ECDC). The Blood Service complies with the ECDC
guidelines, which state that no deferral periods are required after receiving any coronavirus

vaccine used in the European Union, Some countries still employ deferral periods of a few days
after vaccination.

ecéc
I

SoHO donation and SARS-CoV vaccination

According to EU Directives, after vaccination with attenuated viruses (e.g. replication competent virus vector-based

vaccines, live-attenuated virus vaccines) SoHO donors must be deferred for four weeks. Individuals vaccinated with

inactivated/killed viruses or vaccines that do not contain live agents (i.e. mRNA vaccines, non-

replicating/replication deficient virus vector-based vaccines and protein subunit vaccines) may be accepted as 1. Which COVID-19 vaccines are available in the EU?
SoHO donors if they feel well [4-6].

The following COVID-19 vaccines have been granted conditional marketing authorisation for use in the EU:
In situations where information about vaccine type is missing or the vaccination is experimental, a four-week

. . " 7 * Comirnaty (by BioNTech and Pfizer)
deferral period should be applied. Given that COVID-19 vaccines are newly developed and the effects on SoHO « Spikevax (by Moderna Biotech Spain SL)
donation are unknown, Member States may take a precautionary approach and defer donors who develop * Vaxzevria (by AstraZeneca AB) _ _
symptoms directly after receiving a SARS-CoV-2 vaccine for up to seven days after symptoms have resolved. In 7 -OVIP-19 uacene Jansaen oy danssen-Clag Intermational i

e . . . . * Nuvaxovid (by Novavax CZ).
addition, donors need to comply with the same general requirements for donation as non-vaccinated donors.

Potential living donors of organs and HSCs, as well as transplant candidates, should have priority for vaccination. If
the organ or HSC donors have been vaccinated with attenuated vaccines in the four weeks before donation, a risk
assessment should be carried out and taken into account when deciding on transplantation and, if transplanted,
the recipient should be monitored post-transplant.

Erratum 9 February 2021: in order to clarify the statement on the selection and deferral of donors who have received a COVID-19
vaccine, the first two sentences of the paragraph related to SoHO donation and SARS-CoV-2 vaccination (page 10) have been
changed to:

“According to EU Directives, after vaccination with attenuated viruses (e.g. replication competent virus vector-based vaccines,
live-attenuated virus vaccines) SoHO donors must be deferred for four weeks. Individuals vaccinated with inactivated/killed
viruses or vaccines that do not contain live agents (i.e. mRNA vaccines, non-replicating/replication deficient virus vector-based
vaccines and protein subunit vaccines) may be accepted as SoHO donors if they feel well [4-6].”

https://www. ecdc. europa. eu/sites/default/files/documents/Supp | y-SoHO-COVID-19—second-update-erratum-Feb—2021. pdf

https://www. bloodservice. fi/blood-donation/we-need-you/frequent|y-asked—questions—about-coronavirus-vaccination—
and-blood-donat ionffcoronavaccine-deferral
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COVID-19 and Donations

COVID-19 Vaccines

New Zealand Blood Service (NZBS) has implemented criteria for donors who have
received the COVID-19 vaccination or booster dose to ensure the safe collection and
transfusion of blood and blood products.

NO STAND DOWN REQUIRED 28-DAY STAND DOWN REQUIRED

Pfizer BioNTech (BNT-162b2) Bharat Biotech (COVAXINTM )
Janssen/Johnson & Johnson (Ad26.COV2.S) CanSino Biologics (Convidecia or Ad5-nCoV)
AstraZeneca (Oxford - AstraZeneca) Gamaleya Research Institute (Sputnik V)

Inovio (INO-4800)

Moderna (MRNA-1273)

Novavax (NVX-CoV2373)

Sinopharm (Two vaccines)

Sinovac (CoronaVac) 32

https://www.nzblood.co.nz/knowledge-hub/covid-19/covid-19-vaccines/
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Sources: #[E (American Red Cross). Z[E (National Health Service [NHS]). 7174 (Canadian Blood Service).
F—RX +5 1) 7 (ACT Government, Australian Government, Department of Health, Therapeutic Goods Administration). EU(ECDC)



