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Falsified COVID Vaccine 
Visual Inspection Guide
In response to WHO’s falsified COVID-19 vaccine alert, USP has compiled additional information to aide health care 
practitioners (HCPs) and vaccine handlers in the identification of counterfeit COVID-19 vaccines. This additional 
information, side-by-side comparisons, and recommended actions are compiled in a single asset to help facilitate 
the identification of falsified products so that appropriate action may be taken.

General Guidelines
What to look for when obtaining COVID-19 
vaccines:
Evaluation of packaging and vial

•  Product Carton(s)

•  Product Name–should include the manufacturer name

•  Lot number 

•  Expiration date

•  All inner carton names should match

•  Vial: Principal Display Panel

•  Product name and strength 

•  Dosage form 

•  Product description

•  Volume of product in mL

•  Lot number 

•  Expiration date

•  Directions

•  Additionally, a package insert should be included with 
vials, which provides specific instructions for healthcare 
professionals.

•  Presence of dry ice or cold packs and whether the 
shipment is cold and/or frozen

•  Presence and alarm state of temperature monitoring 
equipment (e.g., temp tales) 

Presence of UPC or 2D barcodes

•  Are bar codes present on the product carton and vial label? 

•  Are the barcodes scannable, providing the correct 
information for your system?

 NDC—The National Drug Directory Code (NDC) 

The National Drug Directory Code (NDC) provides traceability 
information for U.S. manufacturers. Although they may be 
present on a product, FDA does state the following:

•  “Assignment of an NDC number does not in any 
way denote FDA approval of the product. Any 
representation that creates an impression of FDA 
approval because a product has an NDC number is 
misleading and violates federal law.”

•  “Inclusion in the NDC Directory or assignment of an 
NDC number does not mean a product is a drug as 
defined by federal law.”1
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https://www.fda.gov/drugs/drug-approvals-and-databases/national-drug-code-directory


Falsified Vaccine—Visual Inspection Guide

Evidence of tampering/damage  

•  Examination at receipt in order to check that cartons/vials 
are not damaged, and that the consignment corresponds 
to the order. 

•  Appropriate delivery records (e.g., as applicable, 
transport vehicle movement papers, data logging records, 
temperature recorders, etc.) to determine if the product 
has been subjected to any transportation delays or other 
events that could have exposed the product to undesirable 
conditions.

Temperature Excursions 

•  A temperature excursion is any temperature reading 
outside of the recommended range for vaccine storage as 
defined in the manufacturer’s package insert. 

•  Each excursion should be documented including the 
magnitude of the temperature excursion, and the total 
amount of time that temperatures were out of range. 

•  Temperature excursions or inappropriate storage 
conditions require immediate action. 

•  To determine the impact of an excursion, and whether 
the vaccines are still viable, contact the manufacturer for 
guidance on whether the affected vaccines should be 
discarded or can be utilized. 

•  While this determination is being made, the vaccines 
should be maintained at the appropriate temperature 
and clearly labeled “DO NOT USE pending guidance by 
the manufacturer.”

•  The ability of the manufacturer to determine the excursion 
impact will depend on the information provided and so 
as much information as possible regarding the excursion 
should be provided. 

•  Each excursion event is unique and a manufacturer’s 
recommendation for a specific excursion event should not 
be applied to future events that appear to be similar.

Sufficient information

U.S. product labels contain sufficient information to explain 
the strength, dose, quantity, contents, and instructions. There 
should not be an excess of empty space on the label. 

Shipping location

Ensure that your organization is ordering from a reputable 
source. Request photos of the product if necessary.

Examples of fraudulent vs. legitimate 
COVID-19 vaccine

Cap Color
Pfizer = Purple

Detailed description 
and Instructions

Manufacturer in 
product name

Legitimate Pfizer-BioNTech vial

Incorrect cap 
color

No instructions

Numbers in 
product name

Counterfeit Pfizer-BioNTech vial


