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General overview of the Pfizer (Comirnaty) 
COVID-19 Vaccine 

• Comirnaty (BNT162b2)

• Sponsor: Pfizer

• Provisionally approved by the TGA for people aged ≥16 years

• mRNA vaccine

• 0.3 mL (30 ug) per dose

• Two-dose schedule, at least 21 days apart

• Efficacy against symptomatic COVID-19 is about 95% after two doses (ATAGI)

• Administration route – intramuscular injection into deltoid muscle 

• It is mandatory to report all COVID-19 vaccines to the Australian Immunisation 
Register (AIR)



Pfizer (Comirnaty) Vaccine Schedule

• 2 doses at least 21 days apart are recommended

• Minimum acceptable interval between the two doses is 19 days

• Recommended to complete the two dose course within 6 weeks

• Scenarios:
• Vaccine given earlier than minimum recommended interval
• May result in a sub optimal immune response. Third dose not currently recommended.

• Vaccine given later than recommended interval (>42 days)
• Give second dose as soon as possible. No further doses are required

• Special circumstances: Longer intervals between first and second doses 
may need to be recommended during program rollout if epidemiological 
considerations warrant a change



Co-administration with other vaccines

• Not routinely recommended

• Minimum 7 day interval between a COVID-19 vaccine and any other 
vaccine

• Interval can be shortened in special circumstances (increased risk of 
COVID-19 or another vaccine-preventable disease or logistical issues 
such as difficult scheduling visits to maintain the 7 day interval)

• If co-administration of flu and COVID-19 vaccine occurs – no need to 
revaccinate



Eligibility for Pfizer vaccine

• If otherwise eligible for a COVID-19 vaccine under the phased roll-
out, and:
• 16 to 59 years of age

• Or any age over 16 with:

• A history of cerebral venous sinus thrombosis (CVST)

• A history of heparin-induced thrombocytopaenia (HIT)

• A history of idiopathic splanchnic (mesenteric, portal and splenic) venous 
thrombosis (Have you ever had any blood clots in your abdomen, spleen 
or liver?)

• A history of antiphospholipid syndrome with thrombosis

• A severe adverse event attributed to the vaccine



Eligibility for Pfizer vaccine

• What about pregnancy? 
• RANZCOG-ATAGI recommend that pregnant women are routinely offered Pfizer mRNA 

vaccine (Cominarty) at any stage of pregnancy. This is because the risk of severe outcomes 
from COVID-19 is significantly higher for pregnant women and their unborn baby.

• What about past SARS-CoV-2 infection?
• Individuals who have had confirmed SARS-CoV-2 infection may wish to defer vaccination 

for up to 6 months from the time of their infection. This is because they should still have 
antibodies from their natural infection.



Mixed brand schedules

• Comirnaty and COVID-19 vaccine AstraZeneca are not considered interchangeable

• The two-dose course should be completed with the same vaccine

• No clinical data yet on efficacy of mixed schedules

• Selected circumstances where a mixed schedule may be considered:

• Anaphylaxis post-dose 1

• Thrombosis with thrombocytopaenia syndrome (TTS) post dose 1

• HIT or CVST (heparin-induced thrombocytopaenia, cerebral venous sinus thrombosis) post dose 1

• Pregnancy or breastfeeding

• Other serious events attribute to the first dose of COVID-19 vaccine?*

• What is the current pathway in Tasmania for consideration of mixed dose schedules?



Anaphylaxis after COVID-19 Vaccines

• Absolute contraindications to Pfizer vaccine include:
• Anaphylaxis after a Pfizer vaccine

• Anaphylaxis to any component of the vaccine (e.g. *polyethylene glycol 
(PEG))

*different forms of PEG are found in a number of products including various 
medications (including pegylated medications e.g. PEG-interferon alpha 
(Pegintron), PEG-filgrastim (Neulasta) PEG 3350 laxative (Miralax)) and some 
colonoscopy preparation products.

• Anaphylaxis remains rare but is more common following Pfizer than 
AstraZeneca

• Approx. 4.5 per 100, 000 (Pfizer) vs. 3.0 per 100, 000 (AstraZeneca)



Adverse event profile for Pfizer

• Side effect profile: Dose 2 >> Dose 1

• Active surveillance efforts (AusVaxSafety):
• Following dose 1:

• 37.7% reported any adverse event
• 6.5% reported missing word, study or routine duties for a short period (<1 day for most)

• 0.6% reported seeing a doctor or ED in the days after vaccination

• Following dose 2:
• 58.1% reported any adverse event

• 22.3%reported missing word, study or routine duties for a short period (<1 day for most)

• 1.6% reported seeing a doctor or ED in the days after vaccination

• For more information: COVID-19 vaccines | AusVaxSafety
• What about myocarditis and pericarditis?
• The TGA continues to monitor reports of myocarditis (inflammation of the heart) and pericarditis 

(inflammation of the membrane around the heart) following a safety concern in the US and Israel.

https://www.ausvaxsafety.org.au/safety-data/covid-19-vaccines


Adverse event profile for Pfizer

Dose 1 profile Dose 2 profile



Transporting, Storing and Handling Pfizer Vaccine

• Information based on the Australian Technical Advisory Group on Immunisation (ATAGI) 
and Pfizer (Comirnaty Product Information) advice and Commonwealth COVID-19 
Vaccination Course

• Shelf life is 6 months at -90°C to -60°C

• After thawing, shelf life is 31 days at 2°C to 8°C

• Undiluted vaccine vials can be stored at up to 30°C for 2  hours*

• *ATAGI recommends that pre-drawn doses kept at room temperature be used within an 
hour to minimise any remote risk of infection

• After dilution, vials must be kept at 2°C to 8°C and used within 6  hours from time of 
dilution

• Undiluted vaccine can remain in the fridge at 2°C to 8°C until expiry date

• During storage, minimise exposure to room light, and avoid exposure to direct sunlight 
and ultraviolet light (store in opaque containers)

• Refer to the National Vaccine Storage Guidelines Strive for 5



Pfizer 
(Comirnaty) 

vaccine
• Vials during their defrosting process

• Vials should arrive labelled with the 
expiry date (once thawed) on them.  
Must be used within 31 days of thawing



Pfizer (Comirnaty) Vial Presentation

• Multi-dose vial – contains 0.45 ml of undiluted vaccine

• Must be reconstituted with 1.8 ml of sterile 0.9% sodium chloride

• Once reconstituted – total volume is 2.25ml

• This will give 6 x 0.3ml doses

• It is possible to have more liquid in the vial and in some cases, you may get 7 doses from the vial

• Do not shake the vial – must always gently invert

• If the amount of vaccine remaining in the vial cannot provide a full dose of 0.3ml, discard the vial 
and any excess volume

• Do not draw up from multiple vials to make a 0.3ml dose



There are three methods for dose extraction

Method used in Tasmanian 
State-run clinics



Resources
• ATAGI Guidance on the use of multi-

dose vials for COVID-19 vaccination

• ATAGI Clinical guidance on use of 
COVID-19 vaccine in Australia in 2021

• Australian Product Information 
Comirnaty COVID-19 vaccine

• COVID-19 Vaccination training 
program



Preparation
• Prepare a clean area to draw up vaccine doses away from direct patient contact and distraction

• Obtain 1 multidose vial (MDV) from the vaccine fridge

Dose preparation –What do you need?

o Separate sterile single use syringe for each dose  - recommendation is to use a 1ml syringe for doses 
<0.5ml

o The recommended syringe is a low dead-volume syringe

o Sterile bevelled 21-22 gauge drawing up needle

o Separate sterile single use injecting needle 25 gauge for each dose to be given

o Procedure tray of suitable size to hold prepared doses

o 70% isopropyl alcohol wipes

o Suitable sized sharps container



Drawing Up Comirnaty (Pfizer)Vaccine

• If drawing up several doses for use – have an 
opaque container which is protected from light 
and labelled clearly with:

• Date and time doses drawn

• Name of person preparing doses

• Vaccine name

• Vial batch number

• Expiry time of drawn doses

• Remember:  pre-drawn doses in syringes should 
be used within 1 hour if kept at room 
temperature and 6 hours if kept at 2-8°C (this is 
to minimise the risk of infection)



Dilution Step 1:
• Remove a vial from the vaccine fridge and disinfect the bung

• Prior to dilution, the thawed suspension may contain white to off white opaque amorphous particles

• Thawed vaccine must be diluted in its original vial with 1.8 ml sodium chloride (0.9%) using a 21 gauge or narrower needle 
and aseptic techniques



Dilution Step 2:

Equalise the vial pressure before 
removing the needle from the vial 
by withdrawing 1.8ml air into the 
empty diluent syringe



Dilution Step 3:

• Gently invert the diluted 
suspension 10 times (we 
have adopted the infinity 
invert).  Do not shake.

• The diluted vaccine 
should present as an off-
white suspension with no 
particulates visible.  
Discard the diluted 
vaccine if particulates or 
discoloration are present.

Note:  In our state 
run clinics we teach 
to leave the needle 
and syringe in the 
vial.  If you do 
remove the needle 
and syringe you will 
need to re swab the 
bung, wait 30 
seconds and attach a 
25G needle to a 1ml 
syringe to draw up 
the doses



Dilution 
Step 4:

• Label the diluted vial with the date and time of dilution

• If refrigerated, allow the diluted suspension to come to room 
temperature prior to use



Preparation of 
Individual 0.3 ml 
doses

• Remove the 2-3 ml 
syringe and attach a 1ml 
syringe

• Withdraw 0.3mls, 
disconnect and reattach 
another 1ml syringe. 
Repeat for the 6 doses



Procedure

TVEOC have developed our own 
Handling and administration 
guidelines

Happy to share with you ☺



Drawing up Pfizer Demonstration



Stock 
management 
and reporting



Stock Management Forms



Questions?




