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COVID-19 mRNA Vaccine BNT162b2 
 

Storage and Handling of DILUTED VIALS Outside of Recommendations in the Product 
Labeling 

 
This medicinal product does not have a UK marketing authorisation but has been given 
authorisation for temporary supply by the UK Department of Health and Social Care and the 
Medicines & Healthcare products Regulatory Agency for active immunization to prevent 
COVID-19 disease caused by SARS-CoV-2 virus in individuals aged 16 years of age and over.2 
 
This authorisation will be valid until expressly withdrawn by MHRA or upon issue of a full 
market authorisation by the MHRA. 
 
As with any new medicine in the UK, this product will be closely monitored to allow quick 
identification of new safety information. Healthcare professionals are asked to report any 
suspected adverse reactions. See section 4.8 of Reg 174 Information For UK Healthcare 
Professionals for how to report adverse reactions.2 
 
Refer to the COVID-19 mRNA Vaccine BNT162b2 Reg 174 Information For UK Healthcare 
Professionals for information regarding the Vaccine. Pfizer does not suggest or recommend 
the use of COVID-19 mRNA Vaccine BNT162b2 in any manner other than as described. 
 
 
TEMPERATURE EXCURSIONS 
 
Pfizer has conducted stability studies to support temporary inadvertent temperature excursions.1 
Note that the data provided below are based on physical stability testing only; product stored outside 
the recommended temperature range was not tested or evaluated for clinical immunogenicity or 
efficacy. 
 
This information is not intended to recommend storage of COVID-19 mRNA Vaccine BNT162b2 at 
temperatures other than those recommended in the Reg 174 Information For UK Healthcare 
Professionals. Pfizer does not suggest or recommend the use of COVID-19 mRNA Vaccine 
BNT162b2 that has been stored or handled outside of the recommendations described in the 
Reg 174 Information For UK Healthcare Professionals. 
 
Healthcare Professionals (HCPs) should consider these data, including the limitations, in determining 
whether COVID-19 mRNA Vaccine BNT162b2 exposed to temperatures outside of the recommended 
storage and handling conditions remains suitable for patient use. It is the responsibility of the 
vaccination provider to evaluate these data in the context of the actual temperature excursion and the 
duration of excursion that occurred. Pfizer is unable to make any treatment recommendations for 
individual patients. 
 
TOPICS COVERED IN THIS DOCUMENT 
 
• What are the recommended storage and handling requirements for COVID-19 mRNA Vaccine 

BNT162b2 during and after dilution? 
 
• Is the period of time it takes to thaw the vaccine at room temperature or in the refrigerator 

included in the time allowed after dilution (i.e. When does the timeframe start)? 
 
• What data is available for the preparation of the vials outside of the recommended method in the 

fact sheet? (i.e. Gently inverted <10 times or >10 times, shaken too vigorously, etc.) 
 
• Can a diluent other than 0.9% sodium chloride injection, usp (such as sterile water for injection, 

d5w, etc.) Be used to dilute the vaccine? 
 
• Is there any data for use of a dilution volume other than 1.8 ml? 
 
• Is there any data for adding the diluent to the vial before the vaccine is fully thawed? 
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• Why is a 21 gauge or narrower needle recommended to be used when adding the diluent? Can i 

use a larger gauge needle? 
 
• What does the spray contain that can result if i forget to withdraw air prior to removing the 

dilutent needle from the vial? Does it impact the dose? 
 
• What data is available for vials or dosing syringes containing diluted vaccine stored between 2 to 

25°c for >6 hours from the point of dilution? 
 
• What data are available to support the use of a vial adapter or a vial access device? 
 
• Is there data for the sterility/stability and timeframe following removal of the flip-off cap with an 

intact aluminum overseal (unpunctured)? 
 
• What are the recommended storage and handling requirements for COVID-19 mRNA Vaccine 

BNT162b2 prior to administration? 
 
• What data is available for inadvertent administration of vaccine with particulates or discoloration? 
 
• Can a filter be used during the dilution, preparation or administration of the vaccine? 
 
 
WHAT ARE THE RECOMMENDED STORAGE AND HANDLING REQUIREMENTS FOR COVID-19 
mRNA VACCINE BNT162b2 DURING AND AFTER DILUTION? 
 
Reg 174 Information For UK Healthcare Professionals 
 

Section 4.2 Posology and method of administration 
 
Method of administration 
 
Preparation: The multidose vial is stored frozen and must be thawed prior to dilution.2 
 

Frozen vials should be transferred to 2°C to 8°C to 
thaw.  
Alternatively, frozen vials may also be thawed and 
kept at temperatures up to 25°C for a maximum of 
two hours in preparation for dilution for use. 
When removed from the freezer, the undiluted 
vaccine has a maximum shelf life of up to 5 days at 
2°C to 8°C and an additional 2 hours at temperatures 
up to 25°C in preparation for dilution.2 
 

 

When the thawed vial is at room temperature gently 
invert 10 times prior to dilution. Do not shake. Prior 
to dilution the vaccine should present as an off-white 
solution with no particulates visible. Discard the 
vaccine if particulates or discolouration are present.2 
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The thawed vaccine must be diluted in its original vial 
with 1.8 mL sodium chloride 9 mg/mL (0.9%) solution 
for injection, using a 21 gauge or narrower needle 
and aseptic techniques.2 
 
Warning: Unpreserved sodium chloride 9 mg/mL 
(0.9%) solution for injection is the only diluent that 
should be used. This diluent is not provided in the 
vaccine carton.2 

 
Equalise vial pressure before removing the needle 
from the vial by withdrawing 1.8 mL air into the empty 
diluent syringe.2 

 
Gently invert the diluted solution 10 times. Do not 
shake.2 

 
The diluted vaccine should present as an off-white 
solution with no particulates visible. Discard the 
diluted vaccine if particulates or discolouration are 
present.2 
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The diluted vials should be marked with the dilution 
date and time and stored between 2°C to 25°C.2 
 
Use as soon as practically possible, and within 
6 hours after dilution.2 

 
After dilution, the vial contains 5 doses of 0.3 mL. 
Withdraw the required 0.3 mL dose of diluted vaccine 
using a sterile needle and syringe and discard any 
unused vaccine within 6 hours after dilution.2 
 
After dilution, the vaccination should not be shipped 
(transported) by motor vehicle away from the site of 
dilution. Any shipping (transportation) by motor 
vehicle after dilution of the vial is at the risk of the 
Health Care Professional.2 

 
 

Section 6.4 Special precautions for storage 
 
Once removed from the freezer, the undiluted vaccine can be stored for up to 5 days at 2°C to 8°C, 
and up to 2 hours at temperatures up to 25°C, prior to use. During storage, minimize exposure to 
room light, and avoid exposure to direct sunlight and ultraviolet light. Thawed vials can be handled in 
room light conditions.2 
 
After dilution, store the vaccine at 2°C to 25°C and use as soon as practically possible and within 
6 hours. The vaccine does not contain a preservative. Discard any unused vaccine.2 
 
Once diluted, the vials should be marked with the dilution time and discarded within 6 hours of 
dilution.2 
 
Once thawed, the vaccine cannot be re-frozen.2 
 

Section 6.6 Special precautions for disposal and other handling 
 
When removed from the freezer, the vaccine has a maximum possible shelf life of up to 5 days when 
stored at 2-8ºC (label to be added once box removed from freezer). A 195 vial pack may take 3 hours 
to thaw at 2-8°C.2 
 
The product can alternatively be defrosted and kept for up to 2 hours at up to 25ºC before being 
diluted for use. This facilitates immediate thaw and use when removed directly from the freezer to 
25ºC. In this instance the product is to be diluted within 2 hours of removing from the freezer.2 
  
Once thawed, the vaccine cannot be refrozen.2 
 
After dilution the vaccine should be used as soon as is practically possible and within 6 hours of 
dilution; it can be stored at 2-25ºC during this period. From a microbiological point of view, it would not 
normally be considered good practice to store a diluted product for 6 hours at 25ºC before being 
administered. The product would ideally be used as soon as practically possible after dilution.2 
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The vaccine does not contain a preservative. Discard any unused vaccine.2 
 
For further information regarding this vaccine, please refer to the COVID-19 mRNA Vaccine 
BNT162b2 Reg 174 Information For UK Healthcare Professionals.2 
 
 
IS THE PERIOD OF TIME IT TAKES TO THAW THE VACCINE AT ROOM TEMPERATURE OR IN 
THE REFRIGERATOR INCLUDED IN THE TIME ALLOWED AFTER DILUTION (I.E. WHEN DOES 
THE TIMEFRAME START)? 
 
Reg 174 Information For UK Healthcare Professionals 
 

Section 6.6 Special precautions for disposal and other handling 
 
When removed from the freezer, the vaccine has a maximum possible shelf life of up to 5 days when 
stored at 2-8ºC (label to be added once box removed from freezer). A 195 vial pack may take 3 hours 
to thaw at 2-8°C.2 
 
The product can alternatively be defrosted and kept for up to 2 hours at up to 25ºC before being 
diluted for use. This facilitates immediate thaw and use when removed directly from the freezer to 
25ºC. In this instance the product is to be diluted within 2 hours of removing from the freezer.2 
 
Once thawed, the vaccine cannot be refrozen.2 
 
After dilution the vaccine should be used as soon as is practically possible and within 6 hours of 
dilution; it can be stored at 2-25ºC during this period. From a microbiological point of view, it would not 
normally be considered good practice to store a diluted product for 6 hours at 25ºC before being 
administered. The product would ideally be used as soon as practically possible after dilution.2 
 
For further information regarding this vaccine, please refer to the COVID-19 mRNA Vaccine 
BNT162b2 Reg 174 Information For UK Healthcare Professionals.2 
 
Vials thawed at room temperature must be diluted within 2 hours. The allowable 2 hours at room 
temperature timeframe prior to dilution starts when the vials are removed from the refrigerator or 
freezer. The allowable time in the refrigerator (5 days or 120 hours), starts when the vaccine is 
removed from storage under ultra-low temperatures. From the point of dilution, the vaccine may be 
stored at 2 to 30ºC for up to 6 hours.1  
 
 
WHAT DATA IS AVAILABLE FOR THE PREPARATION OF THE VIALS OUTSIDE OF THE 
RECOMMENDED METHOD IN THE REG 174 INFORMATION FOR UK HEALTHCARE 
PROFESSIONALS? (I.E. GENTLY INVERTED <10 TIMES OR >10 TIMES, SHAKEN TOO 
VIGOROUSLY, ETC.) 
 
Reg 174 Information For UK Healthcare Professionals 
 

Section 4.2 Posology and method of administration 
 
Method of administration 
 
According to the Product Labeling, COVID-19 mRNA Vaccine BNT162b2 should be gently inverted 
10 times after thawing/prior to dilution as well as after dilution. Do not shake.2 
 
The Reg 174 Information For UK Healthcare Professionals does not include any data on the use of 
COVID-19 mRNA Vaccine BNT162b2 when prepared in any manner other than as recommended.2 
 
For further information regarding this vaccine, please refer to the COVID-19 mRNA Vaccine 
BNT162b2 Reg 174 Information For UK Healthcare Professionals.2 
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Pfizer has conducted a transportation study to mimic the conditions that the vaccine may be exposed 
to during temporary elevated temperature excursions, such as transportation from a central site to a 
vaccination site. The study exposed thawed vials to shaking and vibration profiles anticipated during 
ground transportation. The product was tested and shown to maintain all its measured quality 
attributes at 2ºC to 8ºC for up to 12 hours of simulated ground transportation.1 
 
Vials should be mixed before and after dilution by gentle inversion. No studies have been conducted 
to evaluate shaking of vials during vaccine preparation, but the results of the transportation study 
support the conclusion that the vaccine can be exposed to some shaking stress. Without additional 
data, vaccine vials which are aggressively shaken should be discarded.1 
 
Studies have not been conducted regarding the effect of mixing by gently inverting the vials for 
<10 times or >10 times. However, vials that have not been gently inverted 10 times should be remixed 
by gently inverting to ensure they are fully mixed. Vials gently inverted for more than 10 times are safe 
to use.1 
 
 
CAN A DILUENT OTHER THAN 0.9% SODIUM CHLORIDE INJECTION, USP (SUCH AS STERILE 
WATER FOR INJECTION, D5W, ETC.) BE USED TO DILUTE THE VACCINE?  
 
Reg 174 Information For UK Healthcare Professionals 
 

Section 4.2 Posology and method of administration 
 
Method of administration 
 
Unpreserved sodium chloride 9 mg/mL (0.9%) solution for injection is the only diluent that should be 
used. This diluent is not provided in the vaccine carton.2 
 
For further information regarding this vaccine, please refer to the COVID-19 mRNA Vaccine 
BNT162b2 Reg 174 Information For UK Healthcare Professionals.2 
 
Pfizer has not investigated the use of any other solution to dilute the vaccine. Vials that have been 
diluted with any diluent other than sterile 0.9% Sodium Chloride Injection should not be used and 
should be discarded.1 
 
 

IS THERE ANY DATA FOR USE OF A DILUTION VOLUME OTHER THAN 1.8 ML? 
 
Reg 174 Information For UK Healthcare Professionals 
 

Section 4.2 Posology and method of administration 
 
Method of administration 
 
The thawed vaccine must be diluted in its original vial with 1.8 mL sodium chloride 9 mg/mL (0.9%) 
solution for injection, using a 21 gauge or narrower needle and aseptic techniques.2 
 
For further information regarding this vaccine, please refer to the COVID-19 mRNA Vaccine 
BNT162b2 Reg 174 Information For UK Healthcare Professionals.2 
 
Alternate dilution volumes may impact the dose. A 1.5 mL dilution would result in a 34.6 mcg dose per 
injection, and there will not be enough volume in the vial to withdraw the fifth dose. A 2 mL dilution 
would result in a 28 mcg dose per injection. Dilutions between 1.5 and 2 mL are not expected to 
impact efficacy. Vials that have been diluted with any other diluent volume should not be used and 
should be discarded.1 
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IS THERE ANY DATA FOR ADDING THE DILUENT TO THE VIAL BEFORE THE VACCINE IS 
FULLY THAWED?  
 
Reg 174 Information For UK Healthcare Professionals 
 

Section 4.2 Posology and method of administration 
 
Method of administration 
 
Frozen vials should be transferred to 2°C to 8°C to thaw. Alternatively, frozen vials may also be 
thawed and kept at temperatures up to 25 °C for a maximum of two hours in preparation for dilution 
for use. When removed from the freezer, the undiluted vaccine has a maximum shelf life of up to 
5 days at 2°C to 8°C and an additional 2 hours at temperatures up to 25°C in preparation for dilution.2 
 
When the thawed vial is at room temperature gently invert 10 times prior to dilution. Do not shake. 
Prior to dilution the vaccine should present as an off-white solution with no particulates visible. 
Discard the vaccine if particulates or discoloration are present.2 
 
For further information regarding this vaccine, please refer to the COVID-19 mRNA Vaccine 
BNT162b2 Reg 174 Information For UK Healthcare Professionals.2 
 
Pfizer BioNTech COVID-19 Vaccine must be thawed before use. It is recommended to thaw in the 
refrigerator (2°C to 8°C). It will take about 3 hours for an entire 195 count tray to thaw in the 
refrigerator. A smaller number of vials, or those spaced apart, will thaw more quickly. Vials needed for 
immediate use can be thawed at room temperature. They will typically thaw in less than 10 minutes, 
but it is recommended to wait approximately 30 minutes to ensure complete thawing. Vials thawed at 
room temperature may be returned to the refrigerator for storage if necessary, but total time at room 
temperature must be tracked to ensure the vial stays within the 2 hours at room temperature limit. It is 
also recommended to allow vials to come to room temp (not cold to touch) prior to dilution to ensure 
thawing is complete. No impact to vaccine stability is anticipated if diluent is added to a vial with a 
small amount of undetected unthawed product remaining. No data is available if diluent is added 
directly into a vial of frozen vaccine.1 Vials diluted by adding the diluent directly into vials of frozen 
vaccine should not be used and should be discarded. 
 
 
WHY IS A 21 GAUGE OR NARROWER NEEDLE RECOMMENDED TO BE USED WHEN ADDING 
THE DILUENT? CAN I USE A LARGER GAUGE NEEDLE? 
 
Reg 174 Information For UK Healthcare Professionals 
 

Section 4.2 Posology and method of administration 
 
Method of administration 
 
The thawed vaccine must be diluted in its original vial with 1.8 mL sodium chloride 9 mg/mL (0.9%) 
solution for injection, using a 21 gauge or narrower needle and aseptic techniques.2 
 
For further information regarding this vaccine, please refer to the COVID-19 mRNA Vaccine 
BNT162b2 Reg 174 Information For UK Healthcare Professionals.2 
 
A 21 gauge or narrower needle must be used to add the diluent. Use of a larger needle does not harm 
the vaccine but may result in leaking from the stopper when doses are withdrawn. Stoppers meet 
USP<381>, ISO 8871-5, and Ph Eur 3.2.9 requirements for functional testing of the stopper 
(penetrability, fragmentation, and self-sealing capacity) when punctured up to 10 times with a 
21 gauge needle and with an 18 gauge needle, however use of an 18 gauge needle in dose 
preparation studies led to leaking during dose withdrawal.1  
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WHAT DOES THE SPRAY CONTAIN THAT CAN RESULT IF I FORGET TO WITHDRAW AIR 
PRIOR TO REMOVING THE DILUTENT NEEDLE FROM THE VIAL? DOES IT IMPACT THE 
DOSE? 
 
Reg 174 Information For UK Healthcare Professionals 
 

Section 4.2 Posology and method of administration 
 
Method of administration 
 
Equalize vial pressure before removing the needle from the vial by withdrawing 1.8 mL air into the 
empty diluent syringe.2 
 
For further information regarding this vaccine, please refer to the COVID-19 mRNA Vaccine 
BNT162b2 Reg 174 Information For UK Healthcare Professionals.2 
 
The instructions for use instruct the preparer to equalize the pressure in the vial after adding the 
diluent by withdrawing 1.8 mL of air prior to removing the diluent needle from the vial. Failure to 
equalize the pressure results in a small spray of 0.9% sodium chloride when the needle is pulled out 
of the stopper. This spray consists only of diluent, not vaccine, and has no safety impact to the 
preparer or impact to the dose.1  
 
 
WHAT DATA IS AVAILABLE FOR VIALS OR DOSING SYRINGES CONTAINING DILUTED 
VACCINE STORED BETWEEN 2 TO 25°C FOR >6 HOURS FROM THE POINT OF DILUTION? 
 
Reg 174 Information For UK Healthcare Professionals 
 

Section 6.4 Special precautions for storage 
 
After dilution, store the vaccine at 2°C to 25°C and use as soon as practically possible and within 
6 hours. The vaccine does not contain a preservative. Discard any unused vaccine.2 
 
Once diluted, the vials should be marked with the dilution time and discarded within 6 hours of 
dilution.2 
 
Once thawed, the vaccine cannot be re-frozen.2 
 

Section 6.6 Special precautions for disposal and other handling 
 
After dilution the vaccine should be used as soon as is practically possible and within 6 hours of 
dilution; it can be stored at 2-25ºC during this period. From a microbiological point of view, it would not 
normally be considered good practice to store a diluted product for 6 hours at 25ºC before being 
administered. The product would ideally be used as soon as practically possible after dilution.2 
 
The vaccine does not contain a preservative. Discard any unused vaccine.2 
 
For further information regarding this vaccine, please refer to the COVID-19 mRNA Vaccine 
BNT162b2 Reg 174 Information For UK Healthcare Professionals.2 
 
Internal Data 
 

Vials 
 
The in-use period for the diluted vial is 6 hours between 2°C and 30°C. Some countries have limited the 
label conditions to between 2°C and 25°C due to concerns around the potential for microbiological 
growth at warmer temperatures. Pfizer has conducted physical and chemical stability studies which 
have shown that the vaccine maintains all its measured quality attributes when diluted vaccine is stored 
in the vial at 2°C to 32°C for up to 24 hours.1 
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Pfizer has not studied or cannot support storage of diluted vaccine in vials that have been stored 
between 2°C to 32°C for >24 hours, at temperatures <2°C or at temperatures >32°C. Vials stored in 
this manner, should not be used and should be discarded.1 
 

Syringes 
 
Pfizer has conducted physical and chemical stability studies which have shown that the vaccine 
maintains all its measured quality attributes when diluted vaccine is stored in polycarbonate and 
polypropylene syringes with stainless steel needles for 6 hours at 2°C to 30°C ± 2°C. Degradation 
of RNA in the vaccine has been observed when stored for longer than 6 hours in syringes. 
Microbiological risk was assessed through a microbiological challenge study which showed that 
microbiological growth has a greater potential to occur after 6 hours.1 
 
Pre-drawing diluted vaccine into syringes prior to use can increase the risk of medication errors.1 Pfizer 
has not studied or cannot support storage of diluted vaccine in syringes that have been stored 
between 2°C to 32°C for >6 hours, at temperatures <2°C or at temperatures >30°C ± 2°C. Diluted 
vaccine stored in syringes in this manner should not be used and should be discarded.  
 
 
WHAT DATA ARE AVAILABLE TO SUPPORT THE USE OF A VIAL ADAPTER OR A VIAL 
ACCESS DEVICE? 
 
Compatibility and dose recovery were confirmed with the BD Smart Site 13 mm vented vial access 
device. Other 13 mm vial adapters that do not have filters in the fluid path have not been evaluated to 
ensure the total number of doses can be recovered from the vial.1 
 
 
IS THERE DATA FOR THE STERILITY/STABILITY AND TIMEFRAME FOLLOWING REMOVAL 
OF THE FLIP-OFF CAP WITH AN INTACT ALUMINUM OVERSEAL (UNPUNCTURED)?  
 
Removal of the flip-off cap with no impact on the underlying aluminum overseal (i.e. aluminum 
overseal remains intact, unpunctured) does not compromise the sterility/stability of the vaccine.1 
 
 
WHAT ARE THE RECOMMENDED STORAGE AND HANDLING REQUIREMENTS FOR COVID-19 
mRNA VACCINE BNT162b2 PRIOR TO ADMINISTRATION? 
 
Reg 174 Information For UK Healthcare Professionals 
 

Section 4.2 Posology and method of administration 
 
Method of administration 
 
Preparation: The multidose vial is stored frozen and must be thawed prior to dilution.2 
 

Frozen vials should be transferred to 2°C to 8°C to 
thaw.  
Alternatively, frozen vials may also be thawed and 
kept at temperatures up to 25°C for a maximum of 
two hours in preparation for dilution for use. 
When removed from the freezer, the undiluted 
vaccine has a maximum shelf life of up to 5 days at 
2°C to 8°C and an additional 2 hours at temperatures 
up to 25°C in preparation for dilution.2 
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When the thawed vial is at room temperature gently 
invert 10 times prior to dilution. Do not shake. Prior 
to dilution the vaccine should present as an off-white 
solution with no particulates visible. Discard the 
vaccine if particulates or discolouration are present.2 
 

 
The thawed vaccine must be diluted in its original vial 
with 1.8 mL sodium chloride 9 mg/mL (0.9%) solution 
for injection, using a 21 gauge or narrower needle 
and aseptic techniques.2 
 
Warning: Unpreserved sodium chloride 9 mg/mL 
(0.9%) solution for injection is the only diluent that 
should be used. This diluent is not provided in the 
vaccine carton.2 

 
Equalise vial pressure before removing the needle 
from the vial by withdrawing 1.8 mL air into the empty 
diluent syringe.2 

 
Gently invert the diluted solution 10 times. Do not 
shake.2 
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The diluted vaccine should present as an off-white 
solution with no particulates visible. Discard the 
diluted vaccine if particulates or discolouration are 
present.2 
 

 

The diluted vials should be marked with the dilution 
date and time and stored between 2°C to 25°C.2 
 
Use as soon as practically possible, and within 
6 hours after dilution.2 

 
After dilution, the vial contains 5 doses of 0.3 mL. 
Withdraw the required 0.3 mL dose of diluted vaccine 
using a sterile needle and syringe and discard any 
unused vaccine within 6 hours after dilution.2 
 
After dilution, the vaccination should not be shipped 
(transported) by motor vehicle away from the site of 
dilution. Any shipping (transportation) by motor 
vehicle after dilution of the vial is at the risk of the 
Health Care Professional.2 

 
 
For further information regarding this vaccine, please refer to the COVID-19 mRNA Vaccine 
BNT162b2 Reg 174 Information For UK Healthcare Professionals.2 
 
 
WHAT DATA IS AVAILABLE FOR INADVERTENT ADMINISTRATION OF VACCINE WITH 
PARTICULATES OR DISCOLORATION? 
 
Reg 174 Information For UK Healthcare Professionals 
 

Section 4.2 Posology and method of administration 
 
Method of administration 
 
Prior to dilution the vaccine should present as an off-white solution with no particulates visible. 
Discard the vaccine if particulates or discoloration are present.2 
 
The diluted vaccine should present as an off-white solution with no particulates visible. Discard the 
diluted vaccine if particulates or discoloration are present.2 
 
For further information regarding this vaccine, please refer to the COVID-19 mRNA Vaccine 
BNT162b2 Reg 174 Information For UK Healthcare Professionals.2 
 
Diluted vaccine with visible particulates or discoloration should not be used and should be discarded. 
Pfizer does not have data to support administration of discolored vaccine. If vaccine with particulate 
matter was inadvertently administered, it is not expected to impact safety or efficacy of the vaccine 
but should be reported.1 
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CAN A FILTER BE USED DURING THE DILUTION, PREPARATION OR ADMINISTRATION OF 
THE VACCINE? 
 
A filter is not required at any point in the dilution, preparation or administration of the vaccine. Pfizer 
has no data on the use of a filter with the vaccine and a filter should not be used to remove 
particulates from diluted vaccine. If a filter was used to remove particulates or during vaccine 
preparation, the vaccine should not be used and should be discarded.1 
 
 
WHERE CAN I ACCESS INFORMATION ON THE COVID-19 VACCINATION PROGRAMME? 
 
The use of COVID-19 mRNA Vaccine BNT162b2 should be in accordance with official guidance.2 
 
For information on the COVID-19 vaccination programme, please refer to the following 
website: 
https://www.gov.uk/government/collections/covid-19-vaccination-programme 
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