VIAL PUNCTURE TRACKER

This tracker is meant to assist administrators in tracking punctures of each vial
of the Moderna COVID-19 Vaccine

KEY INFORMATION DOSE TRACKER

Date/Time of
Each vial can be punctured a maximum of 20 times. / moderna

First Puncture

If the vial stopper has been punctured 20 times, discard the vial
and contents.

Vials should be discarded 12 hours after the first
puncture. Date/Time of

Last Puncture

This tracker does not provide full information on dosing,
administration, storage, or handling of the Moderna
COVID-19 Vaccine. Please refer to the attached Fact
Sheet for Healthcare Providers Administering Vaccine
(Vaccination Providers) and Full EUA Prescribing
Information for full details.

For any questions, please contact Moderna Medical
Information at 1-866-MODERNA (1-866-663-3762)

00000000404

EMERGENCY USE AUTHORIZATION

The Moderna COVID-19 Vaccine has not been approved or licensed by the US Food and Drug Administration (FDA), but has been authorized for emergency use by
FDA, under an Emergency Use Authorization (EUA), to prevent Coronavirus Disease 2019 (COVID-19) for use in individuals 18 years of age and older. The EUA for the
Moderna COVID-19 Vaccineis in effect for the duration of the COVID-19 EUA declaration justifying emergency use of the product, unless the declarationis terminated
or the authorizationis revoked sooner.

For more information, see Fact Sheet for Healthcare Providers Administering Vaccine (Vaccination Providers) and Full EUA Prescribing Information, Fact Sheet for
Recipients and Caregivers, Dear Healthcare Provider Letter, and EUA Letter of Authorization or visit www.modernatx.com/covid19vaccine-eua.



http://www.modernatx.com/covid19vaccine-eua

	Dose Tracker v5 Option 2 - HIGH LEVEL v3-19
	Moderna-fact-sheet-pi-providers-booster-Final 11.19.21
	EMERGENCY USE AUTHORIZATION (EUA) OF
	THE MODERNA COVID-19 VACCINE TO PREVENT CORONAVIRUS DISEASE 2019 (COVID-19)
	SUMMARY OF INSTRUCTIONS FOR COVID-19 VACCINATION PROVIDERS
	DESCRIPTION OF COVID-19
	DOSAGE AND ADMINISTRATION
	Dosing and Schedule
	Dose Preparation
	Administration
	CONTRAINDICATION
	WARNINGS
	ADVERSE REACTIONS
	USE WITH OTHER VACCINES
	INFORMATION TO PROVIDE TO VACCINE RECIPIENTS/CAREGIVERS
	MANDATORY REQUIREMENTS FOR MODERNA COVID-19 VACCINE ADMINISTRATION UNDER EMERGENCY USE AUTHORIZATION
	OTHER ADVERSE EVENT REPORTING TO VAERS AND MODERNATX, INC.
	AVAILABLE ALTERNATIVES
	AUTHORITY FOR ISSUANCE OF THE EUA
	COUNTERMEASURES INJURY COMPENSATION PROGRAM
	FULL EMERGENCY USE AUTHORIZATION (EUA)
	PRESCRIBING INFORMATION
	MODERNA COVID-19 VACCINE
	1 AUTHORIZED USE
	2 DOSAGE AND ADMINISTRATION
	For intramuscular injection only.
	2.1 Preparation for Administration
	2.3 Dosing and Schedule
	3 DOSAGE FORMS AND STRENGTHS
	4 CONTRAINDICATIONS
	5 WARNINGS AND PRECAUTIONS
	5.2 Myocarditis and Pericarditis
	Postmarketing data demonstrate increased risks of myocarditis and pericarditis, particularly within 7 days following the second dose. The observed risk is higher among males under 40 years of age than among females and older males. The observed risk i...
	Some, but not all, observational analyses of postmarketing data suggest that there may be an increased risk of myocarditis and pericarditis in males under 40 years of age following the second dose of the Moderna COVID-19 Vaccine relative to other auth...
	The CDC has published considerations related to myocarditis and pericarditis after vaccination, including for vaccination of individuals with a history of myocarditis or pericarditis (https://www.cdc.gov/vaccines/covid-19/clinical-considerations/myoca...
	5.3   Syncope
	Syncope (fainting) may occur in association with administration of injectable vaccines. Procedures should be in place to avoid injury from fainting.
	5.4 Altered Immunocompetence
	5.5 Limitations of Vaccine Effectiveness
	6 OVERALL SAFETY SUMMARY
	8 REQUIREMENTS AND INSTRUCTIONS FOR REPORTING ADVERSE EVENTS AND VACCINE ADMINISTRATION ERRORS
	IMPORTANT: When reporting adverse events or vaccine administration errors to VAERS, please complete the entire form with detailed information. It is important that the information reported to FDA be as detailed and complete as possible. Information to...
	10   DRUG INTERACTIONS
	11 USE IN SPECIFIC POPULATIONS
	11.2  Lactation
	11.3  Pediatric Use
	11.4 Geriatric Use
	In an independent study, safety and effectiveness of a third 0.5 mL primary series dose of the Moderna COVID-19 Vaccine have been evaluated in participants who received solid organ transplants [see Overall Safety Summary (6.1) and Clinical Trial Resul...
	13 DESCRIPTION
	14 CLINICAL PHARMACOLOGY
	18 CLINICAL TRIAL RESULTS AND SUPPORTING DATA FOR EUA
	Table 5: Primary Efficacy Analysis: COVID-19* in Participants 18 Years of Age and Older Starting 14 Days After Dose 2 per Adjudication Committee Assessments – Per-Protocol Set
	Table 6: Subgroup Analyses of Vaccine Efficacy: COVID-19* Cases Starting 14 Days After Dose 2 per Adjudication Committee Assessments – Per-Protocol Set
	Among all participants in the Per-Protocol Set analysis, which included COVID-19 cases confirmed by an adjudication committee, no cases of severe COVID-19 were reported in the Moderna COVID-19 Vaccine group compared with 30 cases reported in the place...
	18.2 Immunogenicity in Solid Organ Transplant Recipients
	An independent randomized-controlled study has been conducted in 120 participants who had undergone various solid organ transplant procedures (heart, kidney, kidney-pancreas, liver, lung, pancreas) a median of 3.57 years previously (range 1.99-6.75 ye...
	18.3 Immunogenicity of a Booster Dose Following a Moderna COVID-19 Vaccine Primary Series
	19 HOW SUPPLIED/STORAGE AND HANDLING
	20 PATIENT COUNSELING INFORMATION
	21 CONTACT INFORMATION
	For general questions, send an email or call the telephone number provided below.

	Dear HCP-19
	Moderna Booster 18 and older LOA Final_OCC_19

