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1. Executive Summary  

 

1.1 Purpose of the COVID-19 Vaccine Toolkit for Local Health Departments 
The purpose of this COVID-19 vaccine toolkit for local health departments (LHDs) is to serve as a collection of 

key resources for LHDs who are on the front lines of implementing a safe and effective COVID-19 vaccination 

campaign in North Carolina.  This toolkit aims to meet the specific needs of COVID-19 vaccination for the full 

spectrum of LHD COVID-19 vaccine providers.  The intended audience for this toolkit is all personnel involved 

in the planning or administration of COVID-19 vaccines. 

This toolkit should complement your existing medical countermeasures, community vaccination, points of 

dispensing and other jurisdictional plans. 

 

1.2 Organization of Toolkit 
This document is organized to serve as a step-by-step guide for LHDs to prepare for and then administer 

COVID-19 vaccines to prioritized populations in North Carolina.   

The first section of the toolkit describes the LHD readiness checklist with steps that must be completed to 

prepare for receiving the first shipment of vaccine doses at an LHD.   

The next sections of the toolkit provide important information on the following immunization program 

components:  

• COVID-19 Vaccine Management System (CVMS): The COVID-19 vaccine tracking and monitoring 

system used in North Carolina 

• Storage and handling 

• Vaccine clinical information and guidance 

• Communicating with patients about the vaccine 

• Training materials 

Links to additional resources are included throughout the document with key documents attached in the 

appendices. 

 

1.3 Updating of Toolkit 
This toolkit will be distributed on a regular cadence to health directors and immunization coordinators at each 

LHD.  We anticipate that the content of the toolkit will change frequently as federal and state health officials 

receive and provide additional guidance on the various vaccine products.  At this time, we anticipate sending 

an updated toolkit on a regular cadence, with new changes highlighted in yellow.    

 

1.4 Revision Log and Document Live Link 
The most recent version of the document will be posted on the Immunization Branch website and we will 

provide the link once available. 

Date Updates 

12/17/2020 Initial publication 

12/22/2020 5.1.1 Moderna Storage and Handling 
6.1.1 Moderna Administration 
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Appendices 13-24 
 

1/12/2020 Upcoming Training Sessions 
4.2 CVMS Help Desk Link 
5.1.1 Moving Moderna Vaccine Between Sites 
6.3 Revised Guidance 
6.11 Coding and Billing 

1/25/2021 5.3  Pfizer Training 
3.0 CVMS Training 
4.2 Online Resource Links CVMS 
Appendix 26 
Appendix 27 
2.0 Updated Vaccine Timeline 
5.0 Storage and Handling:  Satellite, Temporary, and Off-Site Clinics Guidance 
5.1.2 Pfizer 
6.12 HRSA COVID-19 Uninsured Program Coding and Billing for COVID-19 
6.11 Documentation regarding recommendations on interchangeability of vaccine 
products: 
6.6.2 Updated language on vaccination of individuals with a history of SARS-CoV2 
Infection. 
Appendix 29 FACT SHEET:  Pfizer-BioNTech 
Appendix 30 FACT SHEET:  Moderna 
Appendix 31 Combined Pfizer-BioNTech and Moderna COVID-19 Standing Order 
Template 

 

 

 

2. COVID-19 Vaccine Timeline 
• December 11, 2020: Pfizer vaccine receives Emergency Use Authorization from the FDA. 

• December 13, 2020: CDC releases recommendations for COVID-19 vaccination from the Advisory 

Committee on Immunization Practices. 

• Week of December 14: 53 hospitals anticipate receipt of Pfizer vaccine to start vaccinating Phase 1a. 

These hospitals were prioritized based on ultra-cold storage, bed capacity, health care workers, and county 

population. 

• December 17, 2020: FDA’s advisory committee will meet to discuss the Moderna vaccine application for 

Emergency Use Authorization. 

• December 18, 2020: Moderna vaccine receives Emergency Use Authorization from the FDA. 

• December 20, 2020: CDC releases recommendations for COVID-19 vaccination from the Advisory 

Committee on Immunization Practices.   

• Week of December 21:  NC receives 2nd week’s allocation of Pfizer vaccine and 1st week’s allocation of 

Moderna vaccine for Phase 1a vaccinations. This is the first week of LHD Pfizer of Moderna allocations.   

• Week of December 28:  Pharmacy Partnership for Long-Term Care Program in partnership with CVS and 

Walgreens began vaccinating in LTC settings   

• January 2021:  FDA amended the Emergency Use Authorization for Pfizer vaccine.  McKesson increased 

the individual Pfizer ancillary kit contents from a kit that supported 975 doses to a kit supporting 1170 

doses. 
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3. Readiness Checklist (Abbreviated) 
This checklist contains recommended action items to help organizations ensure their readiness to receive and 

administer COVID-19 vaccine. Please see Appendix 7: COVID-19 Vaccine Readiness Checklist for long form. 

Onboarding 

 Identify internal single point of contact for your employees to send questions or provide feedback 
related to the administration of COVID-19 vaccine 

 Identify your organization’s users that need access to CVMS and confirm that these users have a 
valid NCID. Instruct users that do not have an NCID to create an NCID and provide it to you. Complete 
the HCP User Onboarding Template and send the file to COVID-Help@dhhs.nc.gov.  (See Section 4 for 
information on CVMS). 

 Fill out the State-provided Recipient/Individual Bulk Upload Template with the requested 
information for each of your eligible employees or individuals outside of the LHD that meet the Group 1 & 
Group 2 criteria to receive the COVID-19 vaccine. When vaccines are available and you have obtained 
access to CVMS, you will be able to upload your completed Recipient Bulk Upload Template into CVMS 
so that the identified employees or individuals can complete their registration process in CVMS.  A 
confirmed Appointment Walk-in registration option for individuals not uploaded is available.  Please see 
https://immunize.nc.gov/providers/covid-19training.htm or Appendix 12 for the template.  

Training 

 Vaccine Coordinators: Provide orientation and training materials to your organization’s designated 
primary and back-up vaccine coordinators. At a minimum the primary and back-up Immunization 
Coordinators must complete these vaccine trainings:  

o Review the CDC Storage and Handling Toolkit, including the COVID-19 vaccine addendum 
https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit/storage-handling-toolkit.pdf 

o Complete the You Call The Shots: Storage and Handling module 
o Complete the Pfizer-BioNTech COVID-19 Vaccine training and other vaccine brand specific 

trainings as they become available 
o Complete the COVID-19 Vaccine Training: General Overview of Immunization Best Practices 

for Healthcare Providers.  

 Receipt of COVID vaccine: Train your staff that are designated to receive COVID-19 vaccines  and 
manage inventory levels in CVMS on how to receive vaccines in CVMS, document received quantities, 
contact CVMS help desk, return shipping containers. Please reference section 4.1 for CVMS overview, 
section 4.2 for CVMS training, ,Appendix 10 for Pfizer Storage and Handling Checklist and Appendix 15 
for Moderna Storage and Handling Summary Guidance. 

 Storage and Handling: Train your staff that are designated to handle and store COVID-19 vaccines on 
how to (a) properly handle the COVID-19 vaccines, (b) monitor and document the storage temperature 
for COVID-19 vaccines, and (c) for Pfizer vaccine, recharge COVID-19 vaccine shipping containers if 
they are being used to store COVID-19 vaccines. Please see Appendix 10 and Appendix 11 for 
additional Storage and Handling information.  

 Other CVMS Training: Train your staff that are designated to check-in employees prior to administration 
of COVID-19 vaccine on how to use CVMS to complete their responsibilities. Please reference section 
4.1 for CVMS overview and section 4.2 for CVMS training.  

Communication 

 FAQ: Consider developing internal FAQs for your organization to help employees understand the 
COVID-19 vaccination process.  

 Operational Communications: Develop and distribute the communications to identified employees or 
individuals that were uploaded into CVMS on the process, timing, and logistics to receive the COVID-19 
vaccine (two doses).  

  

mailto:COVIDHelp@dhhs.nc.gov
https://immunize.nc.gov/providers/covid-19training.htm
https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit/storage-handling-toolkit.pdf
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Vaccine Administration Prep 

 Prioritizing and scheduling: Determine process for prioritizing and scheduling employees or individuals 
to receive the COVID-19 vaccine (two doses) and logistics on where employees or individuals will need 
to go to receive the COVID-19 vaccine. (See Section 6.3) 

 CVMS and shipments: Understand how to view status of COVID-19 vaccine shipments to your 
organization in CVMS. (See Section 4.2) 

 Pfizer vaccine storage: If storing the Pfizer vaccine in an ultra-cold freezer, ensure proper equipment 
and processes are being used with adequate capacity.  Each tray contains 195 vials and is roughly 
9”x9”x1.6”.  (See Appendix 10 and 11) 

 Moderna vaccine Storage:  Moderna vaccine vials may be stored in the refrigerator or freezer.  Each 
box contains 10 multidose vials (100 doses).  This vaccine does not need to be mixed with a diluent 
before administration.  (See Appendix 15). 

 EUA fact sheet: Obtain copy of Emergency Use Authorization Fact Sheet for each COVID-19 vaccine 
product your organization receives and establish process to provide a printed copy of this document to 
each recipient prior to administration of the vaccine (both first and second dose).  (See Appendix 1) 

 V-SAFE information sheet: Obtain copies of the V-safe Information Sheet. (See Appendix 4) 

 
North Carolina Identification 

As part of the readiness checklist, you are required to have an NCID in order to access COVID-19 Vaccine 

Management System (CVMS) for scheduling and entering vaccine administrative data or inventory. If you are 

only a vaccine recipient, then you do not need an NCID. If you do not already have an NCID, please follow the 

steps below to register for one (for step #2, refer to the Readiness Checklist in Appendix 7): 

1. Navigate to https://ncid.nc.gov/ 

2. Click Register! (in the bottom right corner of the blue box) 

3. Click Business user type option 

4. Complete the required fields to create an NCID 

5. An e-mail will be sent to the e-mail address that was used to create the NCID with a link to verify your 

new user ID 

6. Click the link and verify your NCID; Once verified, you will be prompted to log-in to NCID with the NCID 

and password you created 

7. Select and answer the 5 security questions; After finalizing the 5 security questions, you will be routed 

to the NCID homepage 

Please ensure anyone at your facility who will enter vaccine administration and/or inventory data completes 

this action. Individuals who are vaccine recipients only do not need an NCID.  

Upcoming CVMS Training 

The Immunization Branch invites you to attend live and recorded CVMS Orientation and Readiness Training 

Sessions. The Readiness Training will cover key actions you can do to prepare for CVMS and administering 

the COVID-19 vaccine. During the live training here will be time in the sessions for Q&A. We also provide 

specific training sessions for Location Managers and Healthcare Providers. Please visit the North Carolina 

Immunization Branch webpage for recorded and live training sessions. Please note the same sessions are 

being offered multiple times on different days of the week.  

 

For Additional Help: 
• If you have any questions, please use the ServiceNow platform.   

• You may also send an email to the COVID-19 Vaccine Helpdesk at cvms-help@dhhs.nc.gov  

https://ncid.nc.gov/
https://immunize.nc.gov/providers/covid-19training.htm
https://immunize.nc.gov/providers/covid-19training.htm
https://ncgov.servicenowservices.com/csm_vaccine
mailto:cvms-help@dhhs.nc.gov
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o Current helpdesk hours of operations Monday – Friday, 8am – 5pm ET; Saturday – Sunday, 

10am – 6pm ET  

• Reminder, if you have storage and handling questions, please contact our storage and handling staff at 

(919) 707-5574. Please leave a message if you do not reach anyone and someone will return your call as 

soon as possible. You may also find additional storage and handling resources on our website (Storage 

Resources).  

• If you have a clinical question, please call our clinical nurse on-call number at (919) 707-5575. Please 

leave a message if you do not reach anyone and someone will return your call as soon as possible.  

• You may also contact your regional nurse (RIN map) or regional immunization consultant (RIC map) if you 

need assistance. 

• For those LHDs that receive Pfizer, Pfizer is providing Customer Service for questions related to its 

product, please see below:  

 

• For those LHDs that receive Moderna, Moderna is providing Customer Service for questions related to 

its products, please see below:  

https://www.immunize.nc.gov/providers/storageandhandling.htm
https://www.immunize.nc.gov/providers/storageandhandling.htm
https://www.immunize.nc.gov/providers/ncip/pdf/nc_rin_map_feb_2020.pdf
https://www.immunize.nc.gov/providers/ncip/pdf/nc_ric_map_06272019.pdf
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• See Section 9 for additional Technical Assistance opportunities   

 

4. CVMS 
4.1 Overview 
 

What is CVMS? 
CVMS, COVID-19 Vaccine Management System, is a secure, Salesforce cloud-based vaccine management 

solution for COVID-19 that enables vaccine management and data sharing across NC providers, hospitals, 

agencies, and local, state, and federal governments on one common platform. NC providers enrolled in the 

CDC COVID-19 Vaccination Program will need to self-register for an NCID user account and password in 

order to log in to CVMS. 

With the first release of CVMS launched on 12/10/2020, providers are currently able to: 

• Enroll in the COVID-19 Vaccination Program and upload individuals so they can register for COVID-19 
vaccination 

• Manage COVID-19 vaccine inventory 
• Track COVID-19 vaccine administration  
 

Scheduling, order management, Spanish language translation, and integration with the NCIR for one complete 

vaccine record are planned for subsequent CVMS releases. As of January 27, 2021, CVMS does not have an 

EHR integration, so providers wishing to capture vaccination records for the purposes of clinical 

documentation, billing, or other data capture, must do so separately in the EHR.  Of note, there should be no 

out-of-pocket cost to vaccination for any patient, regardless of insurance coverage.   

Who will use CVMS? 

• State of NC Administrators will enroll providers and verify provider eligibility and site readiness. 

• Providers will verify patient eligibility, log dosage administration, and track frequency and timing of 

second doses.  
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Who will NOT use CVMS? 

• Pharmacies (e.g., Walgreens and CVS) and providers enrolled through the Federal Government. 

Why CVMS? 
CVMS provides a flexible approach for managing, delivering, and administering vaccine programs. It is a 

scalable, integrated platform with configurable modules. This will allow for quicker updates to the system in 

order to meet business needs. In addition, built-in automation features mean less time spent on routine tasks 

and more time for high-value activities.  

Documentation in CVMS.  
CVMS remains the state’s system of record as well as the federal government’s reference point when making 

allocations.  All vaccine doses administered in North Carolina must be documented in CVMS. At this time, 

providers should fully enter administrations into CVMS within 24 hours as often as possible, but must enter 

administration data within 72 hours of administration.  Providers should plan capacity for real-time or 

simultaneous data entry during vaccine efforts and identify local support or request help with staffing or 

centralized data entry immediately if they are not certain they can get the data entered within the timeframe. 

 

CVMS in the COVID-19 Vaccine Journey 

 

Below you will find the direct links and details on the username to use for each CVMS Portal.    

CVMS Provider Enrollment Portal: https://covid-enroll.ncdhhs.gov – Use your Provider Enrollment username, 

which is the email address you registered with, and password you created.    

CVMS Provider Portal: https://covid-vaccine-provider-portal.ncdhhs.gov – Use your NCID username and 

password you created when registering for your NCID.    

CVMS Recipient Portal: https://covid-vaccine-portal.ncdhhs.gov/ – Use your Recipient Portal username, which 

is the email address that was used to register you with plus.covid19vaccine (e.g., 

emailaddress.covid19vaccine), and password you created. For additional information, you may also reference 

Finding your CVMS Recipient Portal Username (Appendix 22) and CVMS Recipient Portal Reset Password 

Job Aid (Appendix 23). 

 

https://urldefense.proofpoint.com/v2/url?u=https-3A__covid-2Denroll.ncdhhs.gov&d=DwMGaQ&c=eIGjsITfXP_y-DLLX0uEHXJvU8nOHrUK8IrwNKOtkVU&r=IN1iMTwi1dmWnqGxEYOOKHlSVzjYDzIP_uaOkT5CJAE&m=fMd0iLdzvZxtjRyKqYq0elvEpVPymYuBvFWON_1MYlM&s=6C3MU3wZSilv98kdltxvRzzzpqkEocGs5u3gERDavpQ&e=
https://urldefense.proofpoint.com/v2/url?u=https-3A__covid-2Dvaccine-2Dprovider-2Dportal.ncdhhs.gov&d=DwMGaQ&c=eIGjsITfXP_y-DLLX0uEHXJvU8nOHrUK8IrwNKOtkVU&r=IN1iMTwi1dmWnqGxEYOOKHlSVzjYDzIP_uaOkT5CJAE&m=fMd0iLdzvZxtjRyKqYq0elvEpVPymYuBvFWON_1MYlM&s=as3ibOhqTsAb5u8fnD_uME2i6uNhw5P1ktUYZybp-_k&e=
https://urldefense.proofpoint.com/v2/url?u=https-3A__covid-2Dvaccine-2Dportal.ncdhhs.gov_&d=DwMGaQ&c=eIGjsITfXP_y-DLLX0uEHXJvU8nOHrUK8IrwNKOtkVU&r=IN1iMTwi1dmWnqGxEYOOKHlSVzjYDzIP_uaOkT5CJAE&m=fMd0iLdzvZxtjRyKqYq0elvEpVPymYuBvFWON_1MYlM&s=QSeQmVDeLozIQ4wQdZAE73uTlXU4K9gDBUQbmDFm0bw&e=
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4.2 Online Resources: CVMS 
 

Training Program / 
Reference Material 

Description 

CVMS Introduction Prepare for the new COVID-19 Vaccine Management System (CVMS) by 
learning what it is, who will be using it, and why. 

CVMS Provider Enrollment 
Demo 

A recorded walk-through of the steps needed for Providers to complete 
enrollment in CVMS. 

CVMS Readiness Training This readiness training will cover key actions you can do right now to prepare for 
CVMS and administering the COVID-19 vaccine. We will also review important 
upcoming dates to keep in mind as we prepare for CVMS go-live. 

CVMS Readiness Checklist A comprehensive list of action items for Providers to complete before enrolling in 
CVMS. The action items are grouped by topic (Onboarding, Training, 
Communications and Vaccine Administration Preparation) and listed in 
recommended sequence to address. 

CVMS Orientation Training In this training session, we will explain what CVMS is, who will be using it, and 
why we are using it as our statewide platform. We will also cover functionalities 
of the tool, including: Provider Enrollment, Recipient Registration, Recipient 
Vaccine Administration, and Inventory Management. 

 

 

5. Storage and Handling 

5.1 Overview 
Each product has its own storage and handling requirements.  Please read all requirements for the product 

carefully before removing from packaging.  

Satellite, Temporary, and Off-Site Clinics Guidance 

Satellite, temporary, or off-site clinics in collaboration with community or mobile vaccinators may assist 

jurisdictions in providing equitable access for COVID-19 vaccination. However, these situations require 

additional oversight and enhanced storage and handling practices, including:  

• Before making any vaccine movements / transports, please refer to the product-specific transport 

guidelines and limitations from the manufacturer.  

• The quantity of COVID-19 vaccines transported to a satellite, temporary, or off-site clinic should be 

based on the anticipated number of COVID-19 vaccine recipients and the ability of the vaccination 

provider to store, handle, and transport the vaccine appropriately in order to minimize vaccine wastage 

and spoilage.  

• COVID-19 vaccines may be transported—not shipped—to a satellite, temporary, or off-site COVID-19 

vaccination clinic using vaccine transportation procedures outlined in the COVID-19 addendum to 

CDC’s Vaccine Storage and Handling Toolkit.  

• Upon arrival at the COVID-19 vaccination clinic site, vaccines must be stored correctly to maintain 

appropriate temperature throughout the clinic day.  

https://immunize.nc.gov/providers/ncip/training/CVMS%20Introduction.pdf
https://immunize.nc.gov/providers/ncip/training/1.12.2021%20CVMS%20Provider%20Enrollment%20Training.mp4
https://immunize.nc.gov/providers/ncip/training/1.12.2021%20CVMS%20Provider%20Enrollment%20Training.mp4
https://immunize.nc.gov/providers/ncip/training/COVID19%20Vaccine%20Readiness%20Training_01_11_2021.mp4
https://immunize.nc.gov/providers/ncip/training/COVID19%20Vaccine%20Readiness%20Checklist_01_11_2021.docx
https://immunize.nc.gov/providers/ncip/training/12.17.2020%20CVMS%20Orientation%20for%20Week%202%20Providers%20Recording.mp4
https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit/storage-handling-toolkit.pdf
https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit/storage-handling-toolkit.pdf
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• Temperature data must be reviewed and documented according to guidance in the COVID-19 

addendum to CDC’s Vaccine Storage and Handling Toolkit.  

• As with all vaccines, if COVID-19 vaccines are exposed to temperature excursions at any time, the 

temperature excursion is required to be documented and reported immediately to the vaccine 

manufacturer for further guidance. Exposed vaccines must be labeled “do not use” and stored at the 

required temperature range until further information on usability can be obtained by the manufacturer. 

Providers must document all actions taken.   

• Temperature records, including daily temperature logs and information for each temperature excursion 

event must be kept for a minimum of three years.   

 

 

5.1.1 Moderna 
The Moderna vaccine is a cold vaccine that is to be stored frozen between -25º to -15ºC (-13º to 5ºF) in 

vaccine storage unit.  Store in the original carton to protect from light.  Do not store on dry ice or below -40°C.   

Vials can be stored refrigerated between 2° to 8°C(36° to 46°F) for up to 30 days prior to first use.  

Unpunctured vials may be stored between 8° to 25°C (46° to 77°F) for up to 12 hours. Do not refreeze once 

thawed. After the first dose has been withdrawn, the vial should be held between 2° to 25°C (36° to 77°F).  

Discard vial after 6 hours.  McKesson will be handling the distribution of the Moderna Vaccine.  

Moving Moderna Vaccine Between Sites  

Moderna vaccine may be shipped directly to sites in volumes of 100 doses per carton. While the CDC 

recommends that each site administering vaccine receive a direct shipment due to the smaller shipment size, 

CDC recognizes that redistribution of vaccine may be required in some instances by jurisdictions, federal and 

pharmacy partners. Based on information to date from the manufacturer, immunization planners should 

consider the following general principles for redistribution of the Moderna COVID-19 vaccine:  

• Once a vial of vaccine has been thawed, it may be stored refrigerated at 2-8°C (36° to 46°F)  for up to 

30 days 

• Once thawed, the vaccine cannot be re-frozen 

• When thawed, the vaccine should be handled with care and protected from shocks, drops, vibration, 

etc.   

• Vaccine being transported at temperatures other than frozen (-15 to -25°C) should begin with the 

vaccine in the frozen state whenever possible 

• If you must transport vaccine that has already been thawed, follow these general principles:   

o Punctured vials should not be transported 

o Care must be taken to ensure vaccine does not re-freeze during transport 

o Vaccine must be protected as much as possible from drops, shocks, and vibration whether in 

the carton, vial, case or cooler  

o Vaccine should be transported in the carton whenever possible 

o If transport must be conducted at the vial level, the vial should be placed with dunnage (padding 

material like bubble wrap or similar padding) to minimize movement during transport 

o The vaccine should always be transported in insulated containers qualified to maintain 2-8°C for 

the duration of transport 

o The transport containers must be secured when being transported to prevent unnecessary 

movement 

o After completion of transport, vaccine should immediately be placed into a vaccine storage unit 

at 2-8°C 

https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit/storage-handling-toolkit.pdf
https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit/storage-handling-toolkit.pdf
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o Vaccine should only be transported one time and should not be transported back again to the 

point of origin or to a new location  

o Allowable timelines for transport of thawed vaccine are shown below. Total transport time 

should not exceed 12 hours in total  

• Transport while walking or using hand cart: not to exceed 1 hour  

• Vehicle transport: not to exceed 12 hours  

• Airplane transport (rotary wing aircraft not allowed): not to exceed 3 hours 

 

5.1.2 Pfizer 
The Pfizer COVID-19 vaccine is an ultra-cold product (-90ºC to -60ºC) and is delivered in a thermal shipper.  

The thermal shipper can be used to store the product if appropriate equipment is not available for up to 30 

days with dry ice refills every 5 days, the first of which will arrive the day after vaccine is received. The Pfizer 

COVID-19 vaccine can last up to 5 days at refrigerated temperatures.  It is recommended that the thermal 

shipping container not be opened more than 2 times a day and should not be opened for more than 3 minutes 

at a time.  Please see Appendix 11 for an overview of Pfizer vaccine storage and handling.  The ancillary kits 

will be shipped separately from vaccine product, see Appendix 6 for more information.   

Pfizer Update January 2021 

In January, the FDA amended the Emergency Use Authorization to reflect that healthcare workers 

administering the Pfizer-BioNTech vaccine can extract six doses from the vials originally labeled for five 

doses. McKesson has increased the individual Pfizer ancillary kit contents from a kit that supported 975 

doses to a kit supporting 1,170 doses. The shipping of modified kits will begins week of January 25, 2021.     

 

Supplies   

Ancillary supplies will contain supplies necessary to deliver the additional dose. These supplies have been 

added to the boxes. While the number of syringes in each ancillary box will increase to support six doses, 

this does not necessarily guarantee that every vial will yield six doses. Only low dead-volume syringes 

and/or needles will consistently ensure extraction of six doses from a single vial. If standard syringes and 

needles are used, there may not be sufficient volume to extract a sixth dose from a single vial.    

   

As a reminder, irrespective of the type of syringe and needle, each dose must contain 0.3 mL of vaccine. If 

the amount in the vial cannot provide a full sixth dose of 0.3 mL, the vial and content should be discarded. 

Excess vaccine should never be pooled from multiple vials to make up a full dose.   

   

Attached is an updated Product Information Guide for COVID-19 Vaccines and Associated Products to 

reflect information related to the ancillary kit change.  

   

Reporting   

Changes should not be made to inventory already received or orders placed prior to January 26. Product on 

hand and product in-transit should still be inventoried as a 5-dose vial. We will notify providers when they 

should begin accepting inventory at 6 doses per vial.     
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Pfizer has prepared a checklist for storage and handling.  Please see Appendix 10.  This document is also 

available at https://www.cvdvaccine-us.com. This document is imperative to read prior to handling the 

product.  

 

5.2 Online Resources: Storage and Handling 
 

Training Program / Reference Material Description 

Pfizer COVID-19 Resources for HCP This Pfizer vaccine website is intended for healthcare 
professionals.  Resources include training videos, 
administration guidance, and storage and handling 
resources.   

Moderna COVID-19 Resources for HCP 
 
Moderna COVID-19 Training 

This Moderna vaccine website is intended for healthcare 
professionals.  Resources include training videos, 
administration guidance, and storage and handling 
resources.   
 

CDC COVID-19 Information by Product The CDC website has detailed storage and handing 
documentation for each available product. 

COVID-19 Vaccine Training: General Overview of 
Immunization Best Practices for Healthcare 
Providers 
 
 

A web-based training course outlining best practices and 
principles for healthcare providers when preparing to 
administer COVID-19 vaccine. It is a high-level overview 
of the following topics with links to detailed information: 
vaccine development and safety, safety monitoring 
programs, Emergency Use Authorizations (EUAs), 
vaccine storage/handling, preparation, administration, 
PPE, scheduling, documentation, and reporting adverse 
events. Information on each vaccine product will be 
added as each is authorized by FDA. 

You Call the Shots: Vaccine Storage and Handling An interactive, web-based immunization training course 
on storage and handling best practices and principles. 

“Keys to Storing and Handling Your Vaccine Supply” 
video 

This video is designed to decrease vaccine storage and 
handling errors by demonstrating recommended best 
practices and addressing frequently asked questions. 

Vaccine Storage and Handling Toolkit Comprehensive guide that reflects best practices for 
vaccine storage and handling from Advisory Committee 
on Immunization Practices (ACIP) recommendations, 
product information from vaccine manufacturers, and 
scientific studies. 

Vaccine Storage and Handling Toolkit, COVID-19 
Vaccine Addendum 

The Vaccine Storage and Handling Toolkit, COVID-19 
Vaccine Addendum, provides information, 
recommendations, and resources on storage and 
handling best practices to help safeguard the COVID-19 
vaccine supply and ensure patients receive safe and 
effective vaccines. 

Epidemiology and Prevention of Vaccine-
Preventable Diseases 

Comprehensive information on routinely used vaccines 
and the diseases they prevent. Chapter 5 is dedicated to 
vaccine storage and handling (updated 2020). 

https://www.cvdvaccine-us.com/
https://www.cvdvaccine-us.com/
https://www.modernatx.com/covid19vaccine-eua/providers/?gclid=EAIaIQobChMIn6e22aO97gIVzPrICh3tWgq7EAAYASAAEgKUhPD_BwE
https://www2.cdc.gov/vaccines/ed/covid19/moderna/index.asp
https://www.cdc.gov/vaccines/covid-19/info-by-product/index.html
https://www2.cdc.gov/vaccines/ed/covid19/
https://www2.cdc.gov/vaccines/ed/covid19/
https://www2.cdc.gov/vaccines/ed/covid19/
https://www.cdc.gov/vaccines/ed/youcalltheshots.html
https://www.cdc.gov/vaccines/ed/youcalltheshots.html
https://www2.cdc.gov/vaccines/ed/shvideo/
https://www2.cdc.gov/vaccines/ed/shvideo/
https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit/index.html
https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit/index.html
https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit/index.html
https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit/index.html
https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit/index.html
https://www.cdc.gov/vaccines/pubs/pinkbook/index.html
https://www.cdc.gov/vaccines/pubs/pinkbook/index.html
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5.3 Pfizer and Moderna Training  

 
Pfizer Training:        Pfizer COVID-19 Vaccine:  What Healthcare Professionals Need to Know 

Moderna Training:   Moderna COVID-19 Vaccine: What Healthcare Professionals Need to Know￼ 
 

 

  

https://www2.cdc.gov/vaccines/ed/covid19/pfizer/index.asp
https://www2.cdc.gov/vaccines/ed/covid19/moderna/index.asp
https://www2.cdc.gov/vaccines/ed/covid19/moderna/index.asp
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6. COVID-19 Vaccine Clinical Information and Guidance 

6.1 Overview  
 

Pfizer:  On December 11, 2020, the Food and Drug Administration (FDA) issued an Emergency Use 

Authorization (EUA) for the Pfizer-BioNTech COVID‑19 Vaccine for the prevention of Coronavirus Disease 

2019 (COVID-19) in individuals who are 16 years of age and older.  

Moderna:  On December 18, 2020, the U.S. Food and Drug Administration issued an emergency use 

authorization (EUA) for the second vaccine for the prevention of coronavirus disease 2019 (COVID-19). The 

emergency use authorization allows the Moderna COVID-19 Vaccine to be distributed in the U.S for use in 

individuals 18 years of age and older.  

Under the FDA investigational vaccine development process, clinical trial participates must give a written 

informed consent to participate. Now that the COVID-19 Pfizer vaccine is authorized, a written informed 

consent is no longer required.  

Per the EUA, the vaccination provider must communicate to the recipient or their caregiver, information 

consistent with the “Fact Sheet for Recipients and Caregivers” (and provide a copy or direct the individual to 

the website www.cvdvaccine.com to obtain the Fact Sheet) prior to the individual receiving either the Pfizer-

BioNTech COVID-19 Vaccine or the Moderna COVID-19 Vaccine, including:  

• FDA has authorized the emergency use of the Pfizer-BioNTech COVID-19 Vaccine and the Moderna 

COVID-19 Vaccine, which are not FDA-approved vaccines.  

• The recipient or their caregiver has the option to accept or refuse Pfizer-BioNTech COVID-19 Vaccine 

or the Moderna COVID-19 Vaccine.  

• The significant known and potential risks and benefits of Pfizer-BioNTech COVID-19 Vaccine and the 

Moderna COVID-19 Vaccine, and the extent to which such risks and benefits are unknown.  

•  Information about available alternative vaccines and the risks and benefits of those alternatives.  

Consent for medical treatment must be obtained prior to being vaccinated. That consent can be verbal. 

COVID-19 vaccination provider must provide the necessary information for receiving the second dose to every 

vaccine recipient.  

 

6.2 Requirements for Providers Who Administer COVID-19 Vaccine 
NC DHHS has developed a COVID-19 Vaccine Readiness Checklist that is summarized in Section 3 and can 

be found in longer form in Appendix 7.  This checklist encompasses a comprehensive explanation of items to 

be completed for providers to be ready to administer COVID-19 vaccine.  Specific requirements are listed in 

the vaccine-specific EUAs and the COVID-19 Readiness Checklist.  Please see the EUA Letter of 

Authorization for Pfizer-BioNTech COVID-19 Vaccine (Appendix 3) and for Moderna COVID-19 Vaccine 

(Appendix 17) and the COVID-19 Readiness Checklist (Appendix 7) for a full explanation of the requirements 

and links to the trainings.  Below is the basic list of requirements to prepare you to administer COVID-19 

vaccine. 

1. Obtain CVMS access and complete the recommended CVMS trainings 

2. At a minimum the primary and back-up Immunization Coordinators must complete these vaccine 

trainings: 

a. Review the CDC Storage and Handling Toolkit, including the COVID-19 vaccine addendum  
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b. Complete the You Call The Shots: Storage and Handling module 

c. Complete the Pfizer-BioNTech COVID-19 Vaccine training, Moderna COVID-19 Vaccine 

training and other vaccine brand specific trainings as they become available 

d. Complete the COVID-19 Vaccine Training: General Overview of Immunization Best Practices 

for Healthcare Providers 

3. Complete the COVID-19 Readiness Checklist (Appendix 7) 

4. Obtain copies of the EUA Fact Sheet for patients/caregivers and for healthcare providers (Appendix 4 & 

5 for Pfizer and Appendix 13 & 14 for Moderna) 

5. Obtain copies of the v-safe Information Sheet (Appendix 4) 

 

6.3 Risk Based Prioritization of COVID-19 Vaccine Recipients 
 

A tested, safe and effective vaccine will be available to all who want it, but supplies will be limited at first. To 

save lives and slow the spread of COVID-19, independent state and federal public health advisory committees 

made recommendations for who to vaccinate first based on limited supplies of vaccine being available. In 

North Carolina, the NC Institute of Medicine (NCIOM) convened a Vaccine Advisory Committee of more than 

65 people representing diverse constituencies across the state. These committees recommend first protecting 

health care workers caring for patients with COVID-19, people who are at the highest risk of being hospitalized 

or dying, and those at high risk of exposure to COVID-19. 

North Carolina has prioritized vaccination in the following groups (see infographic below). This guidance 

document provides additional details on vaccinations for eligible individuals in Group 1 and Group 2.  All 

vaccine providers are expected to ensure that the vaccine is administered equitably within each group. North 

Carolina will communicate with vaccine providers about the recommended timeline for moving to additional 

groups, while allowing local flexibility to adjust based on vaccine supply and local demand for vaccination. As 

North Carolina moves into future groups, this guidance will be updated to add information for specific 

populations. 
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North Carolina COVID-19 Vaccination Plan:   Prioritization Key Points for LHDs: 

Our goal is to vaccinate as many people as quickly as possible given the limited supply of vaccines. North 

Carolina moves through vaccination groups by aligning to federal priorities while empowering local health 

departments and hospitals with flexibility to move to the next priority group as they complete groups and have 

vaccines available. 

North Carolina’s groups are as follows: 

Group 1: Health care workers & Long-Term Care staff and residents - OPEN 

• Health care workers with in-person patient contact 

• Long-term care staff and residents—people in skilled nursing facilities, adult care homes and continuing 

care retirement communities 

Learn more about Group 1 

Group 2: Older adults - OPEN 

• Anyone 65 years or older, regardless of health status or living situation 

Learn more about Group 2 

Group 3: Frontline essential workers NOT YET OPEN 

• The CDC defines frontline essential workers as workers who are in sectors essential to the functioning 

of society and who are at substantially higher risk for exposure to COVID-19 

https://files.nc.gov/covid/documents/vaccines/Deeper-Dive-Group-1.pdf
https://files.nc.gov/covid/documents/vaccines/Deeper-Dive-Group-2.pdf
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Group 4: Adults at high risk for exposure and increased risk of severe illness NOT YET OPEN 

• Anyone 16-64 years old with high-risk medical conditions that increase risk of severe disease from 

COVID-19 such as cancer, COPD, serious heart conditions, sickle cell disease, Type 2 diabetes, 

among others, regardless of living situation 

• Anyone who is incarcerated or living in other close group living settings who is not already vaccinated 

due to age, medical condition or job function 

• Essential workers not yet vaccinated. The CDC defines these as workers in transportation and logistics, 

water and wastewater, food service, shelter and housing (e.g., construction), finance (e.g., bank 

tellers), information technology and communications, energy, legal, media, public safety (e.g., 

engineers) and public health workers 

Group 5: Everyone who wants a safe and effective COVID-19 vaccination NOT YET OPEN 

 

• Please see Appendix 26 and 27 for further clarification on priority Groups 1 and 2.    

Goals: 

• The goal of vaccinations in Group 1 is to protect health care workers who are a critical workforce 

during the COVID-19 pandemic and at risk for exposure to COVID-19 and North Carolinians who 

are at the highest risk of being hospitalized or dying from COVID-19. 

• The goal of vaccination in Group 2 is to save lives by protecting North Carolinians who are at high 

risk of being hospitalized or dying from COVID-19. NCDHHS recognizes that flexibility as vaccine 

roll-out continues will be necessary to ensure the demand meets supply efficiently and effectively. 

• The state will provide further guidance on moving from one phase to another as additional vaccine 

becomes available. 

Allocation timing as of January 26, 2020: 

• NCDHHS typically receives the state’s weekly allocation on Tuesday afternoon, and we aim to provide 

weekly allocations to our vaccine providers on Thursday evening.   

• Providers must accept or decline their allocation in whole or in part no later than noon on Friday, each 

week.   

• First doses of vaccine outlined in that allocation will arrive at the provider’s location on Tuesday or 

Wednesday of the following week, approximately 5 days after receiving notice of the allocation 

• As long as vaccine supply remains very low, all first-doses of vaccine that arrive on Tuesday or 

Wednesday must be administered and entered into the CVMS platform by Monday evening of the 

following week. 

• Attempt to complete your first-dose administrations on Thursday, Friday, Saturday, and Sunday. 

Reserve Monday for using up vaccine that is left from no-shows or cancellations and to confirm that all 

administration data is entered into CVMS.  You can call individuals from your waitlist Sunday night to 

finish up the small clinic on Monday. 
 

• We encourage hospitals, health systems, and local health departments to continue proactive planning 

and communications efforts with the communities they serve so that individuals who are eligible in 

Groups 1 and 2 will know how and when they can get the vaccine when it is their turn. 

All vaccine providers are expected to ensure that vaccine is equitably administered within each group. 

NCDHHS has a specific focus on building trust with historically marginalized populations. Longstanding and 

continuing racial and ethnic injustices in our health care system contribute to lack of trust in vaccines. We hope 

you will join us in partnering with trusted leaders and organizations to provide accurate information about the 

vaccine. 
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The following resources should be used to respond to inquiries about NCDHHS vaccination groups:  

• Infographic of Vaccine Phases (English / Spanish) 

• Deeper Dive: Group 1 (English / Spanish)  

• Deeper Dive: Group 2 (English / Spanish)  

• Deeper Dive: Group 3 (English / Spanish coming soon) 

 

6.4 Vaccine Brands 
The Product Information Guide for COVID-19 Vaccines and Associated Products (See Appendix 6) provides 

an overview of COVID-19 vaccine products.   

Brands of COVID-19 vaccine are currently NOT interchangeable.  Always use the same brand of COVID-

19 vaccine to complete a series if there is more than one dose recommended.  Always refer to the package 

insert of the product you are using for licensure information or the EUA Fact Sheet for each vaccine and the 

ACIP Recommendations for COVID-19 vaccines before administering a COVID-19 vaccine.  See the EUA Fact 

Sheet section below for specific information on the vaccine currently available.  Here is the link to the ACIP 

Homepage https://www.cdc.gov/vaccines/hcp/acip-recs/index.html. 

Pfizer-BioNTech COVID-19 Vaccine 

Please see Appendix 3 for the FDA Letter of Authorization for Pfizer-BioNTech COVID-19 Vaccine. 

Moderna COVID-19 Vaccine 

Please see Appendix 17 for the FDA Letter of Authorization for Moderna COVID-19 Vaccine. 

On 11/30, Moderna announced further data analysis has shown that their mRNA vaccine candidate has an 

efficacy of 94.5% against COVID-19. This data analysis revealed the following data points: 

•  15,000 trial participants received the real vaccine – 11 developed COVID-19, with no severe cases 

observed 

•  15,000 trial participants received the placebo – 185 developed COVID-19, with 30 severe cases 

observed 

6.5 EUA Fact Sheet  
The EUA Fact Sheet for each vaccine is required to be given to each patient before administration of 

COVID-19 vaccine.  There is no federal or state requirement to document that the patient fact sheet was 

received or to document a publication date.  The EUA also requires the Fact Sheet for Healthcare Providers 

Administering Vaccine (Vaccination Providers): Emergency Use Authorization (EUA) of Pfizer-BioNTech 

COVID‑19 Vaccine to Prevent Coronavirus Disease 2019 (COVID-19) be provided to vaccination providers 

• Appendix 1: EUA Fact Sheet for Recipients and Caregivers for Pfizer-BioNTech COVID‑19 Vaccine.     

• Appendix 2: EUA Fact Sheet for Healthcare Providers for Pfizer-BioNTech COVID‑19 Vaccine 

• Appendix 3: FDA Letter of Authorization for Pfizer-BioNTech Vaccine.  

• Appendix 13: EUA Fact Sheet for Recipients and Caregivers for Moderna COVID‑19 Vaccine.     

• Appendix 14: EUA Fact Sheet for Healthcare Providers for Moderna COVID‑19 Vaccine 

• Appendix 17: FDA Letter of Authorization for Moderna Vaccine.  

Currently there is no VIS for COVID-19 vaccine.  Federal law (under the National Childhood Vaccine Injury 

Act) requires a healthcare professional to provide a copy of the current VIS to an adult patient or to a child’s 

parent/legal representative before vaccinating an adult or child with other routine vaccines (e.g., diphtheria, 

tetanus, pertussis, measles, mumps, rubella) that are FDA-approved vaccines.  Because no COVID-19 

vaccines have full FDA approval, this requirement does not include the COVID-19 vaccine. 

https://files.nc.gov/covid/documents/vaccines/NCDHHS-Vaccine-Infographic.pdf
https://files.nc.gov/covid/documents/vaccines/NCDHHS-Vaccine-Infographic-Spanish.pdf
https://files.nc.gov/covid/documents/vaccines/Deeper-Dive-Group-1.pdf
https://files.nc.gov/covid/documents/vaccines/En-Detalle-Grupo-1.pdf
https://files.nc.gov/covid/documents/vaccines/Deeper-Dive-Group-2.pdf
https://files.nc.gov/covid/documents/vaccines/En-Detalle-Grupo-2.pdf
https://files.nc.gov/covid/documents/vaccines/Deeper-Dive-Group-3.pdf
https://www.cdc.gov/vaccines/hcp/acip-recs/index.html
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6.6 Clinical Considerations for COVID-19 Vaccine 
Currently information is only available for the Pfizer-BioNTech COVID-19 Vaccine and Moderna COVID-19 

Vaccine.  Please see Appendix 3 and Appendix 17 for the FDA letter of authorization for the full EUA 

Prescribing information regarding components of the vaccine.  Once information on other vaccines become 

available, this document will be updated. 

 

6.6.1 Contraindications and Precautions for mRNA COVID-19 Vaccines 
 

Contraindications: 

CDC considers a history of the following to be a contraindication to vaccination with both the Pfizer-BioNTech 

and Moderna COVID-19 vaccines: 

1. Severe allergic reaction (e.g., anaphylaxis) after a previous dose of an mRNA COVID-19 vaccine or 

any of its components 

2. Immediate allergic reaction of any severity to a previous dose of an mRNA COVID-19 vaccine or any of 

its components (including polyethylene glycol [PEG])* 

3. Immediate allergic reaction of any severity to polysorbate (due to potential cross-reactive 

hypersensitivity with the vaccine ingredient PEG)* 

4. Note: It is very important to report all adverse reactions after the receipt of a COVID-19 vaccine.  See 

section 6.13 for information on the Vaccine Adverse Event Reporting System (VAERS). 

Precautions 

1. CDC considers a history of any immediate allergic reaction to any other vaccine or injectable therapy 

(i.e., intramuscular, intravenous, or subcutaneous vaccines or therapies not related to a component of 

mRNA COVID-19 vaccines or polysorbate) as a precaution but not a contraindication to vaccination for 

both the Pfizer-BioNTech and Moderna COVID-19 vaccines. 

Appropriate medical treatment used to manage immediate allergic reactions must be immediately available in 

the event an acute anaphylactic reaction occurs following administration of vaccine.   

Vaccine providers should observe patients after vaccination to monitor for the occurrence of immediate 

adverse reactions in the following manner: 

• Persons with a history of anaphylaxis: monitor for 30 minutes 

• All other persons: monitor for 15 minutes 

 

6.6.2 Warnings for the Pfizer-BioNTech COVID-19 Vaccine and Moderna COVID-19 Vaccine 
Appropriate medical treatment used to manage immediate allergic reactions must be immediately available in 

the event an acute anaphylactic reaction occurs following administration of Pfizer-BioNTech COVID-19 

Vaccine and Moderna COVID-19 Vaccine.  CDC provides guidance on Preparing for the Potential 

Management of Anaphylaxis After COVID-19 Vaccination 

Immunocompromised persons, including individuals receiving immunosuppressant therapy, may have a 

diminished immune response to both vaccines. 

Pfizer-BioNTech COVID-19 Vaccine and Moderna COVID-19 Vaccine may not protect all vaccine recipients. 

Additional Considerations for Pfizer-BioNTech COVID-19 Vaccine and Moderna COVID-19 Vaccine 

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/managing-anaphylaxis.html?CDC_AA_refVal=https%3A%2F%2Fwww.cdc.gov%2Fvaccines%2Fcovid-19%2Finfo-by-product%2Fpfizer%2Fanaphylaxis-management.html
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/managing-anaphylaxis.html?CDC_AA_refVal=https%3A%2F%2Fwww.cdc.gov%2Fvaccines%2Fcovid-19%2Finfo-by-product%2Fpfizer%2Fanaphylaxis-management.html
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• Vaccination should be offered to persons regardless of history of prior symptomatic or 

asymptomatic SARS-CoV-2 infection 

• Vaccination should be deferred until recovery from acute illness (if person had symptoms) AND criteria 

have been met to discontinue isolation. 

• For persons with a known SARS-CoV-2 exposure in the community, defer vaccination until quarantine 

period has ended to avoid exposing health care personnel or other persons during vaccination visit. For 

residents of congregate health care settings (e.g. long-term care facilities) or other congregate settings 

(e.g., correctional facilities, homeless shelters), person may be vaccinated.  

• No minimum interval between infection and vaccination. However, current evidence suggests 

reinfection uncommon in the 90 days after initial infection, and thus persons with documented acute 

infection in the preceding 90 days may defer vaccination until the end of this period, if desired.  

Individuals with recent documented acute SARS-CoV-2 infection may choose to temporarily delay 

vaccination, if desired, recognizing that the risk of reinfection, and therefore the need for vaccination, 

may increase with time following initial infection. 

• There is no current data on the safety of COVID-19 vaccines in pregnant women. If a woman is part of 

a group (e.g. health care personnel) who is recommended to receive a COVID-19 vaccine and is 

pregnant, she may choose to be vaccinated.  A discussion with her health care provider can help her 

make an informed decision. 

• Prior receipt of an mRNA COVID-19 vaccine will not affect the results of SARS-CoV-2 viral tests 

(nucleic acid amplification or antigen tests).  To evaluate the evidence of prior infection in an individual 

with a history of an mRNA COVID-19 vaccine, a test specifically evaluating IgM/IgG to the nucleocapsid 

protein should be used.     

• The need for and timing of booster doses for mRNA COVID-19 vaccines has not been established. No 

additional doses beyond the two-dose primary series are recommended at this time.  

• Second doses administered within a grace period of ≤4 days from the recommended date for the 

second dose are considered valid; however, doses administered earlier do not need to be repeated. 

The second dose should be administered as close to the recommended interval as possible; however, 

there is no maximum interval between the first and second dose for either vaccine.  

• No COVID test recommended prior to vaccination. 

Adverse Reactions  

In clinical trials, hypersensitivity-related adverse events were observed in 0.63% of participants who received 

the Pfizer-BioNTech COVID-19 vaccine and 1.5% of participants who received the Moderna COVID-19 

vaccine.   

The most common adverse reactions to mRNA COVID-19 vaccines include soreness at the injection site, 

fatigue, headache, muscle aches, chills, joint pain,  and fever.  Side effects can last from 24-48 hours. 

An immediate allergic reaction to any component or previous dose of an mRNA COVID-19 vaccine is a 

contraindication to vaccination. If an individual had a severe allergic rection after getting the first dose of an 

mRNA COVID-19 vaccine, the CDC recommends the individual not get the second dose.  The following is a list 

of ingredients for the Pfizer-BioNTech and Moderna COVID-19 vaccines, as reported in the prescribing 

information for each vaccine. 
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Additional adverse reactions, some of which may be serious, may become apparent with more widespread use 

of the mRNA COVID-19 Vaccines.  For guidance on responding the management of vaccine reactions, see 

Medical Management of Vaccine Reactions in Adults in a Community Setting Appendix 28 

 

Triage of Persons Presenting for mRNA COVID-19 Vaccination 
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6.7 Expected Reactions and How to Prepare Your Patients 
Prior to vaccination, all COVID-19 vaccine administrators should counsel vaccine recipients about expected 

systemic and local reactions that can occur with the COVID-19 vaccine.  These expected reactions have been 

seen and experienced with vaccine recipients during the clinical trials and are described in each EUA Fact 

Sheet.  Unless a person develops a contraindication to vaccination, they should be encouraged to complete 

the series even if they develop post-vaccination symptoms in order to optimize protection against COVID-19.  

Antipyretic or analgesic medications if not otherwise contraindicated may be taken for treatment of post-

vaccination symptoms.  Preparing your patients and community members for temporary reactions that could 

occur will help to decrease anxiety and vaccine hesitancy in individual patients and your community.  Please 

see the following CDC resource for additional information:  https://www.cdc.gov/coronavirus/2019-

ncov/vaccines/expect/after.html  

 

6.8 Consent for Vaccination 
North Carolina does not require written consent for vaccines with one specific exception for children.  

North Carolina law allows a provider or local health department to immunize a minor who is presented for 

immunization by any adult who signs a statement that he or she has been authorized by the parent, guardian 

or person standing in loco parentis to receive the vaccine.  Any person 18 years of age or older who signs this 

statement may fall under this provision.  This person could be related to the minor or be unrelated, such as a 

https://www.cdc.gov/coronavirus/2019-ncov/vaccines/expect/after.html
https://www.cdc.gov/coronavirus/2019-ncov/vaccines/expect/after.html
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babysitter.  COVID-19 vaccine will not be treated any differently than any other vaccine in terms of written 

consent.   

Consent for medical treatment must be obtained prior to being vaccinated. That consent can be verbal. A 

provider or local health department may choose to have patients provide written consent for vaccines per their 

facility policy.  NC General Statute 90-21.5. gives minors the legal authority to consent for the prevention, 

diagnosis and treatment of reportable communicable disease.  This may come into play for minors who are 

recommended to receive COVID-19 vaccine or who request it.   

See Appendix 9 for the UNC School of Government Health Law Bulletin Number 91 from July 2009 

Immunizations for Children and Adolescents: Frequently Asked Questions about North Carolina’s Laws.  This 

document provides information regarding consent for vaccines. 

6.9 NC Immunization Law 
COVID-19 vaccine is not required by Federal or State law.  The NC DHHS Immunization Branch website 

has extensive information regarding NC Immunization law and links to the North Carolina General Statutes and 

Administrative Code.  North Carolina immunization law has not changed.   

• NC Immunization Laws link: https://immunize.nc.gov/schools/ncruleslaws.htm . 

• NC Minor’s consent link:  

https://www.ncleg.net/enactedlegislation/statutes/html/bysection/chapter_90/gs_90-21.5.html  

 

6.10 Orders to Administer COVID-19 Vaccine  
• A Standing Order template in the North Carolina Board of Nursing format will be provided for Local 

Health Departments for your Medial Director or other physician that signs your vaccine standing orders 

to sign.  Please see Appendix 16. 

• See Appendix 18 for the Moderna Standing Order and Appendix 19 for the Pfizer Standing Order 

template. 

• See Appendix 31 for the Combined Pfizer-BioNTech and Moderna COVID-19 Standing Order Template 

 

6.11 Administration of Vaccine 
Pfizer-BioNTech vaccine is approved for 0.3mL in a 2-dose series administered intramuscularly 3 weeks apart.  

The 4-day grace period does apply to the minimum interval between dose one and two.  Therefore, if the 

second dose is given on days 17-21, it can be counted as valid.  If greater than 21 days have elapsed since 

the first dose, the second dose should be administered at the earliest opportunity.  The series does not need to 

be repeated.   

Moderna COVID-19 vaccine is approved for 0.5mL in a 2-dose series administered intramuscularly 28 days 

apart.   The Moderna COVID-19 vaccine is authorized for use in individuals 18 years of age and older.  There 

is a grace period of 4 days before and 7 days after the date for when the 2nd dose is due.  If greater than 35 

days, then the second dose should be administered at the earliest opportunity.  The series does not need to be 

repeated.   

Both doses are necessary for protection; efficacy of a single dose has not been systematically evaluated.  

Patients should be counseled on the importance of completing the 2-dose series in order to optimize 

protection.  Vaccination should be offered to persons regardless of history of prior symptomatic or 

asymptomatic SARS-CoV-2 infection.  Viral or serologic testing for acute or prior infection, respectively, is not 

recommended for the purpose of vaccine decision-making. 

https://immunize.nc.gov/schools/ncruleslaws.htm
https://www.ncleg.net/enactedlegislation/statutes/html/bysection/chapter_90/gs_90-21.5.html
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Co-Administration: No data on the safety and efficacy of mRNA COVID-19 vaccines administered 

simultaneously with other vaccines. The vaccine series should be administered alone, with a minimum interval 

of 14 days before or after administration with any other vaccines. If mRNA COVID-19 vaccines are 

inadvertently administered within 14 days of another vaccine, doses do not need to be repeated for either 

vaccine. 

Intervals between the first and second dose: 

• Doses inadvertently administered earlier than the four-day grace period should not be repeated.  

• The second dose should be administered as close to the recommended interval as possible. However, 

if it is not feasible to adhere to the recommended interval, the second dose of Pfizer-BioNTech and 

Moderna COVID-19 vaccines may be scheduled for administration up to 6 weeks (42 days) after the 

first dose. There are currently limited data on efficacy of mRNA COVID-19 vaccines administered 

beyond this window. If the second dose is administered beyond these intervals, there is no need to 

restart the series. 

Recommendations on interchangeability of vaccine products:  

• mRNA COVID-19 vaccines are not interchangeable. These are suggested strategies to help ensure 

patients receive the second dose with the appropriate product and interval between doses including:  

• Providing COVID-19 vaccination record cards to vaccine recipients, asking recipients to bring 

their card to their appointment for the second dose, and encouraging recipients to make a 

backup copy (e.g., by taking a picture of the card of their phone).  

• Encouraging vaccine recipients to enroll in VaxText, a free text message-based platform to 

receive COVID-19 vaccination second-dose reminders.  

• Recording each recipient’s vaccination in the immunization information system (IIS) (e.g. 

CVMS).  

• Recording vaccine administration information in the patient’s medical record.  

• Making an appointment for the second dose before the vaccine recipient leaves, to increase the 

likelihood that patients will return to the same vaccination site for the second dose.  

• Using the above strategies, every effort should be made to determine which vaccine product was 

received as the first dose in order to ensure completion of the vaccine series with the same product.   

• In exceptional situations in which the first-dose vaccine product cannot be determined or is no longer 

available, any available mRNA COVID-19 vaccine may be administered at a minimal interval of 28 days 

between doses to complete the mRNA COVID-19 vaccination series. If two doses of different mRNA 

COVID-19 vaccine products are administered in these situations (or inadvertently), no additional doses 

of either product are recommended at this time.  
 

Second dose.  It is best practice to schedule second dose appointments in real time at the first vaccination 

appointment.  Vaccine providers should not hold back any of the first dose shipments for second doses.  

Second dose allocations are being planned by NCDHHS and federal partners.  Sites will be notified of the 2nd 

dose shipments at the appropriate time.  Individuals should in most cases receive their second dose from the 

same vaccine provider that provided their first dose. 

The federal allocation system is designed such that providers will always receive second doses to match the 

first dose allocation they received 2 or 3 weeks prior, depending on vaccine manufacturer, and in enough time 

to ensure availability for administration. It is important to remember that second doses do not arrive on the 

same day as first doses. For example, if you receive the allocation notice via email on Thursday night, the 

second doses outlined in that email will arrive at your site on that same day or the next day, Friday. 
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Converting second doses to first doses The second dose should be administered as close to the 

recommended interval as possible.  But if it is not feasible to get the 2nd dose in that period (21 and 28 days for 

Pfizer and Moderna, respectively), a second shot may be scheduled up to 6 weeks (42 days) after the first 

shot. If the provider has had 2 failed attempts to schedule an individual to come in for a 2nd shot and at least 49 

days have past since the first vaccination, a vaccinating provider may choose to proceed with using that 

2nd dose as a 1st dose.  Providers would need to plan accordingly when turning a second dose to a first 

knowing that a matching second dose will not be shipped to them. Providers should not convert more than 

50% of their unused second doses as first doses to ensure sufficient supply for second doses and should 

ensure proper storage of the doses to be used at a later date as a second dose. 

 

6.12 Payment and Billing of COVID-19 Vaccine 
The COVID-19 vaccine must be provided at no cost to recipient.  The vaccine, along with the ancillary 

supplies, is provided by the federal government at no cost to enrolled COVID-19 vaccine providers.  Local 

health departments should bill third party payers whenever possible, including commercial insurance, Medicare 

or Medicaid, for the administration fee as appropriate.  HRSA will reimburse providers for COVID-19 vaccines 

administered to uninsured individuals (Provider Relief Fund found at 

https://www.hrsa.gov/CovidUninsuredClaim).  As noted in the CDC COVID-19 Vaccination Program Provider 

Agreement signed by your medical director and health director, LHDs may not seek any reimbursement, 

including through balance billing, sliding fee scales or co-pays from the vaccine recipient.  

American Medical Association (AMA) has published new COVID-19 vaccine product and administration CPT® 

codes for two coronavirus vaccines. The codes will become effective once each vaccine product receives an 

EUA or becomes licensed by the FDA. For quick reference, these codes are listed below: 

 

• Pfizer-BioNTech vaccine 

91300: Severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus disease 

[COVID-19]) vaccine, mRNA-LNP, spike protein, preservative free, 30 mcg/0.3mL dosage, diluent 

reconstituted, for intramuscular use. 

NDC (11 digit format) Labeler Product ID (Vial): 59267-1000-01 

 

• 0001A: Immunization administration by intramuscular injection of severe acute respiratory syndrome 

coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19]) vaccine, mRNA-LNP, spike protein, 

preservative free, 30 mcg/0.3mL dosage, diluent reconstituted; first dose. 

• 0002A: Immunization administration by intramuscular injection of severe acute respiratory syndrome 

coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19]) vaccine, mRNA-LNP, spike protein, 

preservative free, 30 mcg/0.3mL dosage, diluent reconstituted; second dose. 

 

• Moderna COVID-19 vaccine 

91301: Severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (Coronavirus disease 

[COVID-19]) vaccine, mRNA-LNP, spike protein, preservative free, 100 mcg/0.5mL dosage, for 

intramuscular use. 

NDC (11 digit format) Labeler Product ID (Vial): 80777-0273-10 

 

• 0011A: Immunization administration by intramuscular injection of severe acute respiratory syndrome 

coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19]) vaccine, mRNA-LNP, spike protein, 

preservative free, 100 mcg/0.5mL dosage; first dose. 
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• 0012A: Immunization administration by intramuscular injection of severe acute respiratory syndrome 

coronavirus 2 (SARS-CoV-2) (Coronavirus disease [COVID-19]) vaccine, mRNA-LNP, spike protein, 

preservative free, 100 mcg/0.5mL dosage; second dose. 

 

Visit AMA’s website for more detailed information on COVID-19 vaccine coding: https://www.ama-

assn.org/practice-management/cpt/covid-19-cpt-vaccine-and-immunization-codes  

 

NC Medicaid Coding and Billing for COVID-19 Vaccine Administration 

 Medicaid and NC Health Choice will reimburse at the Medicare approved COVID-19 vaccination 

administration rate at first dose $16.94 and second dose $28.39.  

Vaccine 

CPT 

Code 

ICD-

10 

Code 

Vaccine Code 

Descriptor 

Vaccine 

Admin Code(s) 

Vaccine 

Name 

Unit of 

Coverage 

NDC 11 Digit 

Product ID  

91300 Z23 Severe acute 

respiratory syndrome 

coronavirus 2 

(SARSCoV-2) 

(coronavirus disease 

[COVID-19]) vaccine, 

mRNA-LNP, spike 

protein, preservative 

free, 30 mcg/0.3mL 

dosage, diluent 

reconstituted, for 

intramuscular use 

0001A (1st dose)  

0002A (2nd dose) 

Pfizer-

BioNTech 

COVID-19 

Vaccine 

0.3mL 59267-1000-01 

59267-1000-02 

59267-1000-03 

 

 

NDC Units 

reported as 

“UN1” 

91301 Z23 Severe acute 

respiratory syndrome 

coronavirus 2 

(SARSCoV-2) 

(coronavirus disease 

[COVID-19]) vaccine, 

mRNA-LNP, spike 

protein, preservative 

free, 100 mcg/0.5mL 

dosage, for 

intramuscular use 

0011A (1st dose) 

0012A (2nd dose) 

Moderna 

COVID-19 

Vaccine 

0.5mL 80777-0273-10 

80777-0273-99 

 

 

 

NDC Units 

reported as 

“UN1” 

 

 

• Claims must contain both administration codes and vaccine codes to pay. Vaccine codes should be 

reported as $0.00. 

• The NDC units should be reported as “UN1” 

o Pfizer BioNTech COVID-19 Vaccine 0.3mL = 1 unit  

o Moderna COVID-19 Vaccine 0.5mL = 1 unit 

• Claims for first vaccine dose must have been processed in NCTracks prior to processing a claim for 

second dose.  

• Medicaid and NC Health Choice do not allow copays to be charged for COVID-19 immunization or 

administrations. 

https://www.ama-assn.org/practice-management/cpt/covid-19-cpt-vaccine-and-immunization-codes
https://www.ama-assn.org/practice-management/cpt/covid-19-cpt-vaccine-and-immunization-codes
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• Modifiers 

o TJ modifier should be used for NC Health Choice claims (age 6 through 18 years). 

o EP modifier should be used for all non-NC Health Choice (only Medicaid beneficiaries) younger 

than 21 years of age. 

If you have any questions about product specific information, please contact the Immunization Branch Help 

Desk at 1-877-873-6247 and press option ‘6.’ If you have any questions about billing NC Medicaid, please call 

the GDIT Call Center at 1-800-688-6696. 

Visit Medicaid’s website for these guidelines: https://medicaid.ncdhhs.gov/providers/medicaid-bulletin 

 

Health Resources and Services Administration (HRSA) COVID-19 Uninsured Program Coding and 

Billing for COVID-19 Vaccine Administration 
The HRSA COVID-19 Uninsured Program’s reimbursement will be based on current year Medicare fee 

schedule rates.  The Medicare approved COVID-19 vaccination administration rate at first dose $16.94 and 

second dose $28.39. 

Claims submitted for the administration of a FDA-licensed or authorized vaccine must be submitted as single 

line item claims, and must include one of the following codes to be eligible for reimbursement: 

• Pfizer: 0001A, 0002A 

• Moderna: 0011A, 0012A 

Please note that only the administration of the vaccine is eligible for reimbursement through the HRSA COVID-

19 Uninsured Program. 

Visit HRSA’s Uninsured Program website for these guidelines: https://coviduninsuredclaim.linkhealth.com/ 

 

Evaluation by Provider prior to COVID-19 Vaccination  
A provider that consults a patient, either in-person or telemedicine, for the purpose of evaluation of history 

and/or examination/assessment for receiving the COVID-19 vaccination may code and bill the appropriate 

evaluation and management service code for services rendered. These visits must be documented to 

documentation standards. 

 

Program Assignment  

Assign to the program that is providing the COVID-19 vaccination.  

• If a patient is seen only for COVID-19 vaccination, then code as Immunization (IM). 

• When a COVID-19 vaccination is given as part of a clinic service, for example a patient presents to 

Family Planning Clinic and receives COVID-19 vaccination, assign the program of the clinic where the 

patient presented.  

  

6.13 Safety Monitoring – VAERS and V-safe 
It is very important to report all adverse reactions after the receipt of a COVID-19 vaccine.  Providers should 

use Vaccine Adverse Event Reporting System (VAERS) and also provide v-safe information to the recipient 

so that recipients can self-enroll for a post-vaccination health check-in, as well as a 2nd dose reminder.  These 

two systems are described below: 

https://medicaid.ncdhhs.gov/providers/medicaid-bulletin
https://coviduninsuredclaim.linkhealth.com/
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VAERS 

Vaccine Adverse Event Reporting System (VAERS) is a national early warning system to detect possible 

safety problems with vaccine and continuously monitors the safety of vaccines given to children and adults in 

the United States.  There are certain situations stated below where reporting to VAERS is required by the EUA 

for providers.  Vaccination providers are required to report the following to VAERS: 

• Vaccine administration errors whether or not associated with an adverse event 

• Serious adverse events (irrespective of attribution to vaccination) 

Serious adverse events are defined as: 

➢  Death; 

➢  A life-threatening adverse event; 

➢  Inpatient hospitalization or prolongation of existing hospitalization; 

➢ A persistent or significant incapacity or substantial disruption of the ability to conduct 

normal life functions; 

➢ A congenital anomaly/birth defect; 

➢ An important medical event that based on appropriate medical judgement may 

jeopardize the individual and may require medical or surgical intervention to prevent one 

of the outcomes listed above. 

• Cases of Multisystem Inflammatory Syndrome in children and adults 

• Cases of COVID-19 that result in hospitalization or death 

• Any additional select adverse events and/or any revised safety reporting requirements per FDA’s 

conditions of authorized use of vaccine(s) throughout the duration of any COVID-19 vaccine being 

authorized under an Emergency Use Authorization 

Complete and submit reports to VAERS online at https://vaers.hhs.gov/reportevent.html  or by calling 1-800-

822-7967. The reports should include the words “[Manufacturer Name] COVID-19 Vaccine EUA” in the 

description section of the report. Vaccination providers may report to VAERS other adverse events that are not 

required to be reported using the contact information above. 

V-safe 

V-safe is a smartphone-based tool that uses text messaging and web surveys to provide personalized health 

check-ins to vaccine recipients following COVID-19 vaccination. V-safe also provides second dose vaccine 

reminders, if needed. This program is only for COVID-19 vaccine and serves as an important active 

surveillance system for adverse events.  

All providers who administer COVID-19 vaccine are asked to provide printed hard copies of the v-safe 

information sheet to each vaccinated individual and counsel them on the importance of enrolling in v-safe.  

See Appendix 4 for the v-safe information sheets to give to patients who receive COVID-19 vaccine and 

Appendix 5 for a poster for your clinic.   

V-Safe information from CDC: https://www.cdc.gov/coronavirus/2019ncov/vaccines/safety/vsafe.html  

 

6.14 Online Resources:  Vaccine Clinical Information and Guidance 

Training Program / Reference Material Description 

https://vaers.hhs.gov/reportevent.html
https://www.cdc.gov/coronavirus/2019-ncov/vaccines/safety/vsafe.html
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You Call the Shots: Vaccine Administration An interactive, web-based vaccine administration course 

that provides training using videos, job aids, and other 

resources. 

Vaccine administration videos Short, skill-based demonstration videos of vaccine 

administration activities, including injection techniques 

based on age and medication preparation. 

Skills Checklist for Vaccine Administration This checklist from the Immunization Action Coalition is a 

self-assessment tool for healthcare professionals who 

administer vaccines. 

CDC Guidance by COVID-19 Vaccine Product The CDC website provides Clinical Information and 

Guidance by product.  

 

 

 

  

https://www.cdc.gov/vaccines/ed/youcalltheshots.html
https://www.cdc.gov/vaccines/ed/youcalltheshots.html
https://www.cdc.gov/vaccines/hcp/admin/resource-library.html
https://www.immunize.org/catg.d/p7010.pdf
https://www.cdc.gov/vaccines/covid-19/info-by-product/index.html
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7. Communicating with Patients about Vaccines 

7.1 Overview 
North Carolina is committed to providing early, transparent, consistent, and frequent communications so that 

North Carolinians: 

• Trust the information that they receive from local health departments and NC DHHS about COVID-19 

vaccinations 

• Understand the benefits and risks of COVID-19 vaccinations 

• Make informed decisions about COVID-19 vaccinations 

• Know how and when to get a COVID-19 vaccine 

 

NC DHHS has developed communication materials on COVID-19 vaccine based on research with North 

Carolinians available at https://covid19.ncdhhs.gov/vaccines.   

COVID-19 vaccinations are now available to people 65 and older. Because vaccine supplies are still limited, 

those 65 and over may have to wait. If you are 65 or over—or assisting someone who is—here is how to take 

your shot against COVID-19: 

• Supplies are very limited. Right now, very few vaccine doses are available. 

• You may need an appointment to get vaccinated and you may have to wait to schedule your 

appointment to get your vaccine. 

• Your local health department, federal qualified health center, or hospitals can help you get your shot. 

Because supplies are very limited right now, most doctors cannot provide vaccinations in their offices. 

• Individuals who reside in long-term care facilities may be getting their vaccine through the federal 

pharmacy program with CVS and Walgreens.   

• Find your local vaccine provider. NCDHHS has launched Find Your Spot 

(https://covid19.ncdhhs.gov/findyourspot) which includes contact information for vaccine providers who 

are giving vaccinations locally. People can search by county or organization name to find contact 

information (phone number, website, or email address). 

• You can also call the COVID-19 Line 1-877-490-6642. It’s a free call. The COVID-19 Line is managed 

by Community Care of North Carolina.   

• People who need transportation assistance to a COVID-19 vaccine should reach out to their local 

transit agency. You can find your local transit agency online at https://www.ncdot.gov/divisions/public-

transit/Pages/local-transit-search.aspx. Local transit agencies serve all 100 North Carolina counties. 

• Available COVID-19 vaccines require 2 shots to provide the best protection against COVID-19 given 

several weeks apart.   Remember to schedule your second dose when you receive your first dose. Do 

not miss your appointment.  

Local Health Departments and vaccine providers should:  

• Ensure that the vaccine provider’s contact information (i.e., phone number, website, email address) is 

up to date on the NCDHHS Find Your Spot website listing of enrolled vaccine providers who are 

currently vaccinating.   If you need to update your organization’s contact information on the NCDHHS 

Find Your Spot website, please complete this online form at https://covid19.ncdhhs.gov/vaccine-

providers-update-form or contact  Brook Johnson brook.johnson@dhhs.nc.gov if you have any 

questions.  

• Offer vaccination through scheduled appointments during vaccination clinics or through vaccination 

events that are structured to ensure that individuals are not required to wait in long lines for extended 

https://covid19.ncdhhs.gov/vaccines
https://covid19.ncdhhs.gov/findyourspot
https://www.ncdot.gov/divisions/public-transit/Pages/local-transit-search.aspx
https://www.ncdot.gov/divisions/public-transit/Pages/local-transit-search.aspx
https://covid19.ncdhhs.gov/vaccine-providers-update-form
https://covid19.ncdhhs.gov/vaccine-providers-update-form
mailto:brook.johnson@dhhs.nc.gov
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periods of time or congregate in a way that risks viral spread. Drive through vaccination clinics offer 

enhanced safety. 

• Because of limited supply, vaccine providers are no longer encouraged to schedule appointments into 

the future beyond their current allocation and supply but rather use a waitlist to allow individuals to 

know they are “in line” and pull appointments from that waitlist for the following week as soon as you 

receive the allocation. 

• It will be important to message and set expectations that ability to vaccinate will be dependent on 

available supply and that appointments will be made as supply is made available. Consider providing 

vaccine doses to other enrolled vaccine providers (e.g., FQHCs or community health centers and 

primary care offices that are enrolled and activated in CVMS) in their local area to expand timely 

access to vaccinations via the transfer process, while ensuring that vaccine storage and handling 

requirements are met. 

• Refer patients to another local enrolled vaccine provider (e.g., local hospital, FQHC) with available 

vaccine and earlier vaccine appointment availability (e.g., if the local hospital has greater vaccine 

availability than a local health department and can accommodate earlier appointments). 

• Provide staff members who are responding to incoming vaccination requests with talking points to 

provide consistent information about COVID-19 vaccination  

• Conduct proactive outreach to patients who are 65 years or older to recommend they get the vaccine 

and provide instructions on how they can do so.  Work with your local transit agency to arrange for 

transportation as needed. https://www.ncdot.gov/divisions/public-

transit/Documents/NC_public_transit.pdf  

• Consider establishing a COVID-19 hotline for your organization to handle COVID-19 vaccine specific 

questions and make sure your web site is updated with future events.  

Scheduling Appointments. Unlike traditional vaccination clinics, individuals waiting to be vaccinated against 

COVID-19 should not congregate in waiting areas due to the risk of viral transmission. Scheduling vaccine 

appointments allows individuals to safely socially distance and allows vaccine providers to manage limited 

supply of vaccine and variable demand across the vaccine groups.  As of January 27, 2021, CVMS does not 

have a scheduling functionality, although this is planned for a future release.  

General Scheduling Best Practices 

• You should indicate at the top of your website whether you are currently scheduling appointments or 
if all are full 

• Wait to schedule appointments for the coming vaccine week until you have received the allocation. 
Use a waitlist to allow individuals to know they are “in line” and pull appointments from that waitlist for 
the following week as soon as you receive the allocation.  

• Avoid scheduling first-dose administration or planning first-dose events on Tuesday and Wednesday, 
because of the variability in shipping from the federal government. 

• Have an on-call list of people in the current priority groups who can be called to come to a 
vaccination event if doses remain at the end of the event due to no-shows, last-minute cancellations, 
or unforeseen additional doses from available vials (e.g., consistently getting 6 doses per vial of 
Pfizer). 

• Create Vaccine Interest portals/forms where people can input information, and the LHD can contact 
individuals when vaccine availability allows. 

• Vaccine providers can use their own existing software solutions for scheduling or look into no-cost, 
online scheduling solutions (e.g., Calendly, Setmore, Picktime). 

• Use emergency alert systems that email, text, or call to reach out to the public to indicate current 
vaccine group and instructions on securing a vaccine appointment.  

• Schedule individual or groupings of appointments.  If not using EHR for scheduling, consider an 
application that can be embedded in your website 

Second Dose Scheduling Best Practices 

https://www.ncdot.gov/divisions/public-transit/Documents/NC_public_transit.pdf
https://www.ncdot.gov/divisions/public-transit/Documents/NC_public_transit.pdf
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• Schedule second dose appointments at the same time that you schedule first-dose appointments, or 
schedule second dose appointments when the recipient completes their first dose appointment. 

• Create a priority phone number for second-dose scheduling or appointment changes to reduce 
confusion and increase likelihood of vaccine series completion.  

• Hold second-dose appointments on Saturday, Sunday, Monday, Tuesday, or Wednesday.  Monday, 
Tuesday, or Wednesday second-dose appointments may smooth out vaccine administrations if they 
complement the days you hold first-dose clinics. 

• Consider how you will handle second-doses when planning one-time events or via mobile vaccine 
sites. This could be by repeating the event or returning to the community in 3 or 4 weeks. 

• Use auto-dialers, text messages, email, staff outreach, or other means to remind individuals of 
appointments 

 

 

7.2 Online Resources: Communicating with Patients about Vaccines 

 

NCDHHS is developing new tools so that people can find information about vaccines and a provider to get 

vaccinated.  This table will be updated as new tools become available: 

Tool Purpose How to Access 

Vaccine eligibility screener Easy to use online tool to help 
individuals find their spot in the 
NC priority vaccination groups 

https://findmygroup.nc.gov  

Vaccine site locator Easy to use online tool to help 
individuals find their spot to get a 
vaccination in NC, including 
vaccine provider locations and 
contact information  

Coming soon 

NC COVID-19 Vaccine Help 
Center 

Call center to increase capacity to 
respond to constituent questions 

Coming soon 

 

 

 

Training Program / Reference Material Description 

NC DHHS COVID-19 Vaccine Communications 
Toolkit 
 
 

The most up-to-date materials will be posted on the NC 
DHHS COVID-19 vaccine landing page: 
YourSpotYourShot.nc.gov 
 

• Frequently Asked Questions (English / Spanish) 
• Presentation COVID-Vaccination 101  (English / 

Spanish coming soon) 
• Flyer on Vaccines (English / Spanish)  
• CDC’s COVID-19 Vaccination Communication 

Toolkit  

• Videos on COVID-19 Vaccine (YouTube) 
 

https://findmygroup.nc.gov/
https://covid19.ncdhhs.gov/vaccines
https://covid19.ncdhhs.gov/vaccines
http://yourspotyourshot.nc.gov/
https://files.nc.gov/covid/documents/COVID-19-Vaccine-Update.pdf
https://files.nc.gov/covid/Hoja-Informativa-COVID-19.pdf
https://files.nc.gov/covid/documents/COVID19-Vaccine-101-Deck-Final.pdf
https://files.nc.gov/covid/documents/vaccines/NCDHHS-Vaccines-Flyer.pdf
https://files.nc.gov/covid/documents/vaccines/NCDHHS-Vaccines-Flyer-Spanish.pdf
https://www.cdc.gov/vaccines/covid-19/health-systems-communication-toolkit.html#faqs
https://www.cdc.gov/vaccines/covid-19/health-systems-communication-toolkit.html#faqs
https://www.youtube.com/playlist?list=PLUadR7S9ykdnCrnT-x-2vnc0qZU7JsGit
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How Nurses and Medical Assistants Can Foster a 
Culture of Immunization in the Practice video 

Research shows that healthcare professionals are 
patients’ most trusted source of information when it 
comes to vaccines. By highlighting key points before, 
during, and after a patient’s visit, this presentation will 
support vaccine conversations and reinforce best 
practices for improving vaccination coverage. 

“#HowIRecommend” vaccination video series These videos explain the importance of vaccination, how 
to effectively address questions from patients about 
vaccine safety and effectiveness, and how clinicians 
routinely recommend same day vaccination for their 
patients. 

Provider Resources for COVID-19 Vaccine 
Conversations with Patients 

Information for healthcare providers on how to talk to 
patients about COVID-19 vaccines, including giving 
strong recommendations, setting expectations about 
vaccine availability, and preparing to answer likely 
patient questions. 

Epidemiology and Prevention of Vaccine-
Preventable Diseases 

Comprehensive information on routinely used vaccines 
and the diseases they prevent. Chapter 3, discusses 
essential strategies healthcare professionals can use 
when talking to patients about vaccines (updated 2020). 

 

  

https://www.cdc.gov/vaccines/ed/vaccine-communication/foster-culture-of-immunization.html
https://www.cdc.gov/vaccines/ed/vaccine-communication/foster-culture-of-immunization.html
https://www.cdc.gov/vaccines/ed/vaccine-communication/foster-culture-of-immunization.html
https://www.cdc.gov/vaccines/howirecommend/index.html
https://www.cdc.gov/vaccines/hcp/covid-conversations/index.html
https://www.cdc.gov/vaccines/hcp/covid-conversations/index.html
https://www.cdc.gov/vaccines/hcp/covid-conversations/index.html
https://www.cdc.gov/vaccines/pubs/pinkbook/index.html
https://www.cdc.gov/vaccines/pubs/pinkbook/index.html
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8. Training Materials  
Please visit the following link for available training materials: https://immunize.nc.gov/providers/covid-

19training.htm 

 

8.1 Overview 
This section provides important links to training programs and references materials for planning and 

administration of COVID-19 vaccine.  Additional training materials will be added as they become available. 

8.2 Online Resources: Training Materials 
 

Training Program / Reference 
Material 

Description 

COVID-19 Vaccine Training: General 
Overview of  
Immunization Best Practices for 
Healthcare Providers 
                                                                          
*Required 

 

A web-based training course outlining best practices and principles for 
healthcare providers when preparing to administer COVID-19 vaccine. 
It is a high-level overview of the following topics with links to detailed 
information: vaccine development and safety, safety monitoring 
programs, Emergency Use Authorizations (EUAs), vaccine storage 
and handling, preparation, administration, PPE, scheduling, 
documentation, and reporting adverse events. Information on each 
vaccine product will be added as each is authorized by FDA. 

Ongoing webinars, including 
posted recordings (CE 
available) 

These webinars will address ACIP recommendations and vaccine 
products as they become available. 

Clinical Materials  COVID-19 vaccine screening form for contraindications and 
precautions 

Expiration date tracker 

Reporting a temperature excursion 

IIS off-line vaccine administration documentation tool  

Guide to ancillary supplies kit (for staff helping providers order 
vaccine)    

COVID-19 vaccine frequently asked clinical questions web page 

CVMS Training Guidance on using the CVMS platform.  

Pfizer Vaccine Materials Online training module  

Vaccine preparation and administration summary   

Storage and handling summary   

Temperature log and beyond use date tracking tool when using the 
thermal shipping container for storage, including online fillable PDF 
version 

Temperature log for ultra-cold freezer units, including online fillable 
PDF version 

Beyond use date tracker labels for refrigerator storage  

 

https://immunize.nc.gov/providers/covid-19training.htm
https://immunize.nc.gov/providers/covid-19training.htm
https://www2.cdc.gov/vaccines/ed/covid19/
https://www2.cdc.gov/vaccines/ed/covid19/
https://www2.cdc.gov/vaccines/ed/covid19/
https://www2.cdc.gov/vaccines/ed/covid19/
https://www.cdc.gov/vaccines/covid-19/downloads/pre-vaccination-screening-form.pdf
https://www.cdc.gov/vaccines/covid-19/downloads/pre-vaccination-screening-form.pdf
https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/downloads/expiration-tracker.pdf
https://www.cdc.gov/vaccines/hcp/admin/storage/downloads/temperature-excursion-508.pdf
https://www.immunize.org/catg.d/p2023.pdf
http://publichealth.lacounty.gov/acd/docs/COVID-19VaccineProductInfoGuide.pdf
http://publichealth.lacounty.gov/acd/docs/COVID-19VaccineProductInfoGuide.pdf
https://www.cdc.gov/coronavirus/2019-ncov/vaccines/faq.html
https://immunize.nc.gov/providers/covid-19training.htm
https://www.cvdvaccine-us.com/
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Moderna Vaccine Materials Safety information 

Fact sheet for vaccination providers 

Fact sheet for vaccine recipients and caregivers 

Dosing and administration 

Storage and Handling 

Adverse event reporting 

 

 

9. Additional Support and Technical Assistance 
NC DHHS will provide tailored technical assistance, along with a range of tools and methods for CVMS and 

vaccine training, including communications, user guides, live trainings, and helpdesk support.  The Technical 

assistance support checklist can be used, along with the readiness checklist to request technical assistance.  

For technical assistance email lhdhealthserviceta@dhhs.nc.gov  

❑ Leadership  

o Check in with LHDs in leadership transition.  DPH Local and Community Support Team will 

reach out to LHDs with interim or new health directors to identify support needs or gaps.   

o DPH Chief Nurse/Local Technical Assistance and Training will offer same to LHDs with new or 

transition in clinical leadership.   

o LHDs may also self-refer.   

❑ Support for community and stakeholder communications –  

o DHHS will provide facilitation supports for strategic partnerships including HMP local 

Community Groups and healthcare system relationships (particularly in rural counties) 

❑ Assistance with CVMS 

o In partnership with help desk - CVMS-help@dhhs.nc.gov  

❑ Support with vaccine administration planning and staffing 

o Logistics to implement Points of Dispensing plans to include closed, mobile and mass events 

o Identify LHD professional staff/administrative staffing needs for vaccination clinics  

o Integrating vaccine planning with billing/scheduling/electronic health records 

o Coordinating with special populations – long term care, health care, congregant living, etc. 

❑ Medical Director support  

o DHHS will facilitate conversations with physician leadership with LHD request 

❑ Legal support  

o For questions about consent, privacy, release of public facing data 

 

 

 

 

 

 

 

 

  

https://www.modernatx.com/covid19vaccine-eua/providers/about-vaccine
mailto:lhdhealthserviceta@dhhs.nc.gov
mailto:CVMS-help@dhhs.nc.gov
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Appendix 

Appendix 1 – EUA Fact Sheet for Recipients and Caregivers – Pfizer 
 

Revised: January 2021 

FACT SHEET FOR RECIPIENTS AND CAREGIVERS 

EMERGENCY USE AUTHORIZATION (EUA) OF THE PFIZER-BIONTECH COVID-19 VACCINE 

TO PREVENT CORONAVIRUS DISEASE 2019 (COVID-19) IN INDIVIDUALS 16 YEARS OF AGE 

AND OLDER 

You are being offered the Pfizer-BioNTech COVID-19 Vaccine to prevent Coronavirus Disease 2019 

(COVID-19) caused by SARS-CoV-2. This Fact Sheet contains information to help you understand 

the risks and benefits of the Pfizer-BioNTech COVID-19 Vaccine, which you may receive because 

there is currently a pandemic of COVID-19. 

The Pfizer-BioNTech COVID-19 Vaccine is a vaccine and may prevent you from getting COVID-19. 

There is no U.S. Food and Drug Administration (FDA) approved vaccine to prevent COVID-19. 

Read this Fact Sheet for information about the Pfizer-BioNTech COVID-19 Vaccine. Talk to the 

vaccination provider if you have questions. It is your choice to receive the Pfizer-BioNTech COVID-19 

Vaccine. 

The Pfizer-BioNTech COVID-19 Vaccine is administered as a 2-dose series, 3 weeks apart, into the 

muscle. 

The Pfizer-BioNTech COVID-19 Vaccine may not protect everyone. 

This Fact Sheet may have been updated. For the most recent Fact Sheet, please see 

www.cvdvaccine.com. 

WHAT YOU NEED TO KNOW BEFORE YOU GET THIS VACCINE 

WHAT IS COVID-19? 

COVID-19 disease is caused by a coronavirus called SARS-CoV-2. This type of coronavirus has not 

been seen before. You can get COVID-19 through contact with another person who has the virus. It is 

predominantly a respiratory illness that can affect other organs. People with COVID-19 have had a 

wide range of symptoms reported, ranging from mild symptoms to severe illness. Symptoms may 

appear 2 to 14 days after exposure to the virus. Symptoms may include: fever or chills; cough; 

shortness of breath; fatigue; muscle or body aches; headache; new loss of taste or smell; sore throat; 

congestion or runny nose; nausea or vomiting; diarrhea. 

WHAT IS THE PFIZER-BIONTECH COVID-19 VACCINE? 

The Pfizer-BioNTech COVID-19 Vaccine is an unapproved vaccine that may prevent COVID-19. 

There is no FDA-approved vaccine to prevent COVID-19. 

The FDA has authorized the emergency use of the Pfizer-BioNTech COVID-19 Vaccine to prevent 

COVID-19 in individuals 16 years of age and older under an Emergency Use Authorization (EUA). 
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For more information on EUA, see the "What is an Emergency Use Authorization (EUA)?" section 

at the end of this Fact Sheet. 

 

WHAT SHOULD YOU MENTION TO YOUR VACCINATION PROVIDER BEFORE YOU GET THE 

PFIZER-BIONTECH COVID-19 VACCINE? 

Tell the vaccination provider about all of your medical conditions, including if you: 

• have any allergies 

• have a fever 

• have a bleeding disorder or are on a blood thinner 

• are immunocompromised or are on a medicine that affects your immune system 

• are pregnant or plan to become pregnant 

• are breastfeeding 

• have received another COVID-19 vaccine 

WHO SHOULD GET THE PFIZER-BIONTECH COVID-19 VACCINE? 

FDA has authorized the emergency use of the Pfizer-BioNTech COVID-19 Vaccine in individuals 16 

years of age and older. 

WHO SHOULD NOT GET THE PFIZER-BIONTECH COVID-19 VACCINE? 

You should not get the Pfizer-BioNTech COVID-19 Vaccine if you: 

• had a severe allergic reaction after a previous dose of this vaccine 

• had a severe allergic reaction to any ingredient of this vaccine. 

WHAT ARE THE INGREDIENTS IN THE PFIZER-BIONTECH COVID-19 VACCINE? 

The Pfizer-BioNTech COVID-19 Vaccine includes the following ingredients: mRNA, lipids ((4-

hydroxybutyl)azanediyl)bis(hexane-6,1-diyl)bis(2-hexyldecanoate), 2 [(polyethylene glycol)-2000]-

N,N-ditetradecylacetamide, 1,2-Distearoyl-sn-glycero-3-phosphocholine, and cholesterol), potassium 

chloride, monobasic potassium phosphate, sodium chloride, dibasic sodium phosphate dihydrate, and 

sucrose. 

HOW IS THE PFIZER-BIONTECH COVID-19 VACCINE GIVEN? 

The Pfizer-BioNTech COVID-19 Vaccine will be given to you as an injection into the muscle. 

The Pfizer-BioNTech COVID-19 Vaccine vaccination series is 2 doses given 3 weeks apart. 

If you receive one dose of the Pfizer-BioNTech COVID-19 Vaccine, you should receive a second 

dose of this same vaccine 3 weeks later to complete the vaccination series. 

HAS THE PFIZER-BIONTECH COVID-19 VACCINE BEEN USED BEFORE? 

The Pfizer-BioNTech COVID-19 Vaccine is an unapproved vaccine. In clinical trials, approximately 

20,000 individuals 16 years of age and older have received at least 1 dose of the Pfizer-BioNTech 

COVID-19 Vaccine. 

WHAT ARE THE BENEFITS OF THE PFIZER-BIONTECH COVID-19 VACCINE? 

http://labeling.pfizer.com/ShowLabeling.aspx?id=14471#emergency


COVID-19 Vaccine LHD Toolkit 

 41 

In an ongoing clinical trial, the Pfizer-BioNTech COVID-19 Vaccine has been shown to prevent 

COVID-19 following 2 doses given 3 weeks apart. The duration of protection against COVID-19 is 

currently unknown. 

 

WHAT ARE THE RISKS OF THE PFIZER-BIONTECH COVID-19 VACCINE? 

Side effects that have been reported with the Pfizer-BioNTech COVID-19 Vaccine include: 

• injection site pain 

• tiredness 

• headache 

• muscle pain 

• chills 

• joint pain 

• fever 

• injection site swelling 

• injection site redness 

• nausea 

• feeling unwell 

• swollen lymph nodes (lymphadenopathy) 

There is a remote chance that the Pfizer-BioNTech COVID-19 Vaccine could cause a severe allergic 

reaction. A severe allergic reaction would usually occur within a few minutes to one hour after getting 

a dose of the Pfizer-BioNTech COVID-19 Vaccine. For this reason, your vaccination provider may ask 

you to stay at the place where you received your vaccine for monitoring after vaccination. Signs of a 

severe allergic reaction can include: 

• Difficulty breathing 

• Swelling of your face and throat 

• A fast heartbeat 

• A bad rash all over your body 

• Dizziness and weakness 

These may not be all the possible side effects of the Pfizer-BioNTech COVID-19 Vaccine. Serious 

and unexpected side effects may occur. Pfizer-BioNTech COVID-19 Vaccine is still being studied in 

clinical trials. 

WHAT SHOULD I DO ABOUT SIDE EFFECTS? 

If you experience a severe allergic reaction, call 9-1-1, or go to the nearest hospital. 

Call the vaccination provider or your healthcare provider if you have any side effects that bother you 

or do not go away. 

Report vaccine side effects to FDA/CDC Vaccine Adverse Event Reporting System (VAERS). The 

VAERS toll-free number is 1-800-822-7967 or report online to https://vaers.hhs.gov/reportevent.html. 

Please include "Pfizer-BioNTech COVID-19 Vaccine EUA" in the first line of box #18 of the report 

form. 

https://vaers.hhs.gov/reportevent.html
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In addition, you can report side effects to Pfizer Inc. at the contact information provided below. 

Website Fax number Telephone number 

www.pfizersafetyreporting.com 1-866-635-8337 1-800-438-1985 

 

 

 

 

You may also be given an option to enroll in v-safe. V-safe is a new voluntary smartphone-based tool 

that uses text messaging and web surveys to check in with people who have been vaccinated to 

identify potential side effects after COVID-19 vaccination. V-safe asks questions that help CDC 

monitor the safety of COVID-19 vaccines. V-safe also provides second-dose reminders if needed and 

live telephone follow-up by CDC if participants report a significant health impact following COVID-19 

vaccination. For more information on how to sign up, visit: www.cdc.gov/vsafe. 

WHAT IF I DECIDE NOT TO GET THE PFIZER-BIONTECH COVID-19 VACCINE? 

It is your choice to receive or not receive the Pfizer-BioNTech COVID-19 Vaccine. Should you decide 

not to receive it, it will not change your standard medical care. 

ARE OTHER CHOICES AVAILABLE FOR PREVENTING COVID-19 BESIDES PFIZER-BIONTECH 

COVID-19 VACCINE? 

Currently, there is no approved alternative vaccine available for prevention of COVID-19. Other 

vaccines to prevent COVID-19 may be available under Emergency Use Authorization. 

CAN I RECEIVE THE PFIZER-BIONTECH COVID-19 VACCINE WITH OTHER VACCINES? 

There is no information on the use of the Pfizer-BioNTech COVID-19 Vaccine with other vaccines. 

WHAT IF I AM PREGNANT OR BREASTFEEDING? 

If you are pregnant or breastfeeding, discuss your options with your healthcare provider. 

WILL THE PFIZER-BIONTECH COVID-19 VACCINE GIVE ME COVID-19? 

No. The Pfizer-BioNTech COVID-19 Vaccine does not contain SARS-CoV-2 and cannot give you 

COVID-19. 

KEEP YOUR VACCINATION CARD 

When you get your first dose, you will get a vaccination card to show you when to return for your 

second dose of Pfizer-BioNTech COVID-19 Vaccine. Remember to bring your card when you return. 

ADDITIONAL INFORMATION 

If you have questions, visit the website or call the telephone number provided below. 

To access the most recent Fact Sheets, please scan the QR code provided below. 
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Global website Telephone number 

www.cvdvaccine.com 

  

1-877-829-2619 

 (1-877-VAX-CO19) 

 

 

HOW CAN I LEARN MORE? 

• Ask the vaccination provider. 

• Visit CDC at https://www.cdc.gov/coronavirus/2019-ncov/index.html. 

• Visit FDA at https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-

regulatory-and-policy-framework/emergency-use-authorization. 

• Contact your local or state public health department. 

WHERE WILL MY VACCINATION INFORMATION BE RECORDED? 

The vaccination provider may include your vaccination information in your state/local jurisdiction's 

Immunization Information System (IIS) or other designated system. This will ensure that you receive 

the same vaccine when you return for the second dose. For more information about IISs visit: 

https://www.cdc.gov/vaccines/programs/iis/about.html. 

WHAT IS THE COUNTERMEASURES INJURY COMPENSATION PROGRAM? 

The Countermeasures Injury Compensation Program (CICP) is a federal program that may help pay 

for costs of medical care and other specific expenses of certain people who have been seriously 

injured by certain medicines or vaccines, including this vaccine. Generally, a claim must be submitted 

to the CICP within one (1) year from the date of receiving the vaccine. To learn more about this 

program, visit www.hrsa.gov/cicp/ or call 1-855-266-2427. 

WHAT IS AN EMERGENCY USE AUTHORIZATION (EUA)? 

The United States FDA has made the Pfizer-BioNTech COVID-19 Vaccine available under an 

emergency access mechanism called an EUA. The EUA is supported by a Secretary of Health and 

Human Services (HHS) declaration that circumstances exist to justify the emergency use of drugs 

and biological products during the COVID-19 pandemic. 

The Pfizer-BioNTech COVID-19 Vaccine has not undergone the same type of review as an FDA-

approved or cleared product. FDA may issue an EUA when certain criteria are met, which includes 

that there are no adequate, approved, available alternatives. In addition, the FDA decision is based 

on the totality of scientific evidence available showing that the product may be effective to prevent 

COVID-19 during the COVID-19 pandemic and that the known and potential benefits of the product 

outweigh the known and potential risks of the product. All of these criteria must be met to allow for the 

product to be used in the treatment of patients during the COVID-19 pandemic. 

https://www.cdc.gov/coronavirus/2019-ncov/index.html
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization
https://www.cdc.gov/vaccines/programs/iis/about.html
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The EUA for the Pfizer-BioNTech COVID-19 Vaccine is in effect for the duration of the COVID-19 

EUA declaration justifying emergency use of these products, unless terminated or revoked (after 

which the products may no longer be used). 

 

Manufactured by 

 Pfizer Inc., New York, NY 10017 

Manufactured for 

 BioNTech Manufacturing GmbH 

 An der Goldgrube 12 

 55131 Mainz, Germany 

LAB-1451-2.0 

Revised: December 2020 

 

 

 

Appendix 2 – EUA Fact Sheet for Health Care Providers – Pfizer 
Revised January 2021 

 

PFIZER-BIONTECH COVID-19 VACCINE 

FACT SHEET FOR HEALTHCARE PROVIDERS ADMINISTERING VACCINE (VACCINATION 

PROVIDERS) 

EMERGENCY USE AUTHORIZATION (EUA) OF THE PFIZER-BIONTECH COVID-19 VACCINE 

TO PREVENT CORONAVIRUS DISEASE 2019 (COVID-19) 

The U.S. Food and Drug Administration (FDA) has issued an Emergency Use Authorization (EUA) to 

permit the emergency use of the unapproved product, Pfizer-BioNTech COVID-19 Vaccine, for 

active immunization to prevent COVID-19 in individuals 16 years of age and older. 

SUMMARY OF INSTRUCTIONS FOR COVID-19 VACCINATION PROVIDERS 

Vaccination providers enrolled in the federal COVID-19 Vaccination Program must report all vaccine 

administration errors, all serious adverse events, cases of Multisystem Inflammatory Syndrome (MIS) 

in adults and children, and cases of COVID-19 that result in hospitalization or death following 

administration of Pfizer-BioNTech COVID-19 Vaccine. See "MANDATORY REQUIREMENTS FOR 

http://labeling.pfizer.com/ShowLabeling.aspx?id=14471#mandatory
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PFIZER-BIONTECH COVID-19 VACCINE ADMINISTRATION UNDER EMERGENCY USE 

AUTHORIZATION" for reporting requirements. 

The Pfizer-BioNTech COVID-19 Vaccine is a suspension for intramuscular injection administered as 

a series of two doses (0.3 mL each) 3 weeks apart. 

See this Fact Sheet for instructions for preparation and administration. This Fact Sheet may have 

been updated. For the most recent Fact Sheet, please see www.cvdvaccine.com. 

For information on clinical trials that are testing the use of the Pfizer-BioNTech COVID-19 Vaccine for 

active immunization against COVID-19, please see www.clinicaltrials.gov. 

DESCRIPTION OF COVID-19 

Coronavirus disease 2019 (COVID-19) is an infectious disease caused by the novel coronavirus, 

SARS-CoV-2, that appeared in late 2019. It is predominantly a respiratory illness that can affect other 

organs. People with COVID-19 have reported a wide range of symptoms, ranging from mild 

symptoms to severe illness. Symptoms may appear 2 to 14 days after exposure to the virus. 

Symptoms may include: fever or chills; cough; shortness of breath; fatigue; muscle or body aches; 

headache; new loss of taste or smell; sore throat; congestion or runny nose; nausea or vomiting; 

diarrhea. 

DOSAGE AND ADMINISTRATION 

Storage and Handling 

During storage, minimize exposure to room light, and avoid exposure to direct sunlight and ultraviolet 

light. 

Do not refreeze thawed vials. 

Frozen Vials Prior to Use 

Cartons of Pfizer-BioNTech COVID-19 Vaccine Multiple Dose Vials arrive in thermal containers with 

dry ice. Once received, remove the vial cartons immediately from the thermal container and store in 

an ultra-low temperature freezer between -80ºC to -60ºC (-112ºF to -76ºF). Vials must be kept frozen 

between -80ºC to -60ºC (-112ºF to -76ºF) and protected from light until ready to use. 

If an ultra-low temperature freezer is not available, the thermal container in which the Pfizer-

BioNTech COVID-19 Vaccine arrives may be used as temporary storage when consistently re-filled to 

the top of the container with dry ice. Refer to the re-icing guidelines packed in the original thermal 

container for instructions regarding the use of the thermal container for temporary storage. The 

thermal container maintains a temperature range of -90ºC to -60ºC (-130ºF to -76ºF). Storage within 

this temperature range is not considered an excursion from the recommended storage condition. 

Thawed Vials Before Dilution 

Thawed Under Refrigeration 

Thaw and then store undiluted vials in the refrigerator [2ºC to 8ºC (35ºF to 46ºF)] for up to 5 days 

(120 hours). A carton of 25 vials or 195 vials may take up to 2 or 3 hours, respectively, to thaw in the 

refrigerator, whereas a fewer number of vials will thaw in less time. 

http://labeling.pfizer.com/ShowLabeling.aspx?id=14471#mandatory
http://labeling.pfizer.com/ShowLabeling.aspx?id=14471#mandatory
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Thawed at Room Temperature 

For immediate use, thaw undiluted vials at room temperature [up to 25ºC (77ºF)] for 30 minutes. 

Thawed vials can be handled in room light conditions. Vials must reach room temperature before 

dilution. 

Undiluted vials may be stored at room temperature for no more than 2 hours. 

Vials After Dilution 

• After dilution, store vials between 2°C to 25°C (35°F to 77°F) and use within 6 hours from the 

time of dilution. 

• During storage, minimize exposure to room light, and avoid exposure to direct sunlight and 

ultraviolet light. 

• Any vaccine remaining in vials must be discarded after 6 hours. 

• Do not refreeze. 

Dosing and Schedule 

The Pfizer-BioNTech COVID-19 Vaccine is administered intramuscularly as a series of two doses 

(0.3 mL each) 3 weeks apart. 

There are no data available on the interchangeability of the Pfizer-BioNTech COVID-19 Vaccine with 

other COVID-19 vaccines to complete the vaccination series. Individuals who have received one dose 

of Pfizer-BioNTech COVID-19 Vaccine should receive a second dose of Pfizer-BioNTech COVID-19 

Vaccine to complete the vaccination series. 

Dose Preparation 

Prior to Dilution 

• The Pfizer-BioNTech COVID-19 Vaccine Multiple Dose Vial contains a volume of 0.45 mL, 

supplied as a frozen suspension that does not contain preservative. Each vial must be thawed 

and diluted prior to administration. 

• Vials may be thawed in the refrigerator [2ºC to 8ºC (35ºF to 46ºF)] or at room temperature [up 

to 25ºC (77ºF)] (see Storage and Handling). 

• Refer to thawing instructions in the panels below. 

Dilution 

Dilute the vial contents using 1.8 mL of 0.9% Sodium Chloride Injection, USP (not provided) to form 

the Pfizer-BioNTech COVID-19 Vaccine. ONLY use 0.9% Sodium Chloride Injection, USP as the 

diluent. This diluent is not packaged with the vaccine and must be sourced separately. Do not use 

bacteriostatic 0.9% Sodium Chloride Injection or any other diluent. Do not add more than 1.8 mL of 

diluent. 

After dilution, one vial contains 6 doses of 0.3 mL. Vial labels and cartons may state that after dilution, 

a vial contains 5 doses of 0.3 mL. The information in this Fact Sheet regarding the number of doses 

per vial after dilution supersedes the number of doses stated on vial labels and cartons. 

• Refer to dilution and dose preparation instructions in the panels below. 

http://labeling.pfizer.com/ShowLabeling.aspx?id=14471#storage
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Administration 

Visually inspect each dose in the dosing syringe prior to administration. The vaccine will be an off-

white suspension. During the visual inspection, 

• verify the final dosing volume of 0.3 mL. 

• confirm there are no particulates and that no discoloration is observed. 

• do not administer if vaccine is discolored or contains particulate matter. 

Administer the Pfizer-BioNTech COVID-19 Vaccine intramuscularly. 

After dilution, vials of Pfizer-BioNTech COVID-19 Vaccine contain six doses of 0.3mL of vaccine. Low 

dead-volume syringes and/or needles can be used to extract six doses from a single vial. If standard 

syringes and needles are used, there may not be sufficient volume to extract a sixth dose from a 

single vial. Irrespective of the type of syringe and needle: 

• Each dose must contain 0.3 mL of vaccine. 

• If the amount of vaccine remaining in the vial cannot provide a full dose of 0.3 mL, discard the 

vial and content. 

• Do not pool excess vaccine from multiple vials. 

Contraindications 

Do not administer Pfizer-BioNTech COVID-19 Vaccine to individuals with known history of a severe 

allergic reaction (e.g., anaphylaxis) to any component of the Pfizer-BioNTech COVID-19 Vaccine (see 

Full EUA Prescribing Information). 

Warnings 

Appropriate medical treatment used to manage immediate allergic reactions must be immediately 

available in the event an acute anaphylactic reaction occurs following administration of Pfizer-

BioNTech COVID-19 Vaccine. 

Monitor Pfizer-BioNTech COVID-19 Vaccine recipients for the occurrence of immediate adverse 

reactions according to the Centers for Disease Control and Prevention guidelines 

(https://www.cdc.gov/vaccines/covid-19/). 

https://www.cdc.gov/vaccines/covid-19/
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Immunocompromised persons, including individuals receiving immunosuppressant therapy, may have 

a diminished immune response to the Pfizer-BioNTech COVID-19 Vaccine. 

Pfizer-BioNTech COVID-19 Vaccine may not protect all vaccine recipients. 

Adverse Reactions 

Adverse reactions following the Pfizer-BioNTech COVID-19 Vaccine that have been reported in 

clinical trials include injection site pain, fatigue, headache, muscle pain, chills, joint pain, fever, 

injection site swelling, injection site redness, nausea, malaise, and lymphadenopathy (see Full EUA 

Prescribing Information). 

Severe allergic reactions have been reported following the Pfizer-BioNTech COVID-19 Vaccine 

during mass vaccination outside of clinical trials. 

Additional adverse reactions, some of which may be serious, may become apparent with more 

widespread use of the Pfizer-BioNTech COVID-19 Vaccine. 

Use with Other Vaccines 

There is no information on the co-administration of the Pfizer-BioNTech COVID-19 Vaccine with other 

vaccines. 

INFORMATION TO PROVIDE TO VACCINE RECIPIENTS/CAREGIVERS 

As the vaccination provider, you must communicate to the recipient or their caregiver, information 

consistent with the "Fact Sheet for Recipients and Caregivers" (and provide a copy 

 

or direct the individual to the website www.cvdvaccine.com to obtain the Fact Sheet) prior to the 

individual receiving Pfizer-BioNTech COVID-19 Vaccine, including: 

• FDA has authorized the emergency use of the Pfizer-BioNTech COVID-19 Vaccine, which is 

not an FDA-approved vaccine. 

• The recipient or their caregiver has the option to accept or refuse Pfizer-BioNTech COVID-19 

Vaccine. 

• The significant known and potential risks and benefits of Pfizer-BioNTech COVID-19 Vaccine, 

and the extent to which such risks and benefits are unknown. 

• Information about available alternative vaccines and the risks and benefits of those 

alternatives. 

For information on clinical trials that are testing the use of the Pfizer-BioNTech COVID-19 Vaccine to 

prevent COVID-19, please see www.clinicaltrials.gov. 

Provide a vaccination card to the recipient or their caregiver with the date when the recipient needs to 

return for the second dose of Pfizer-BioNTech COVID-19 Vaccine. 

Provide the v-safe information sheet to vaccine recipients/caregivers and encourage vaccine 

recipients to participate in v-safe. V-safe is a new voluntary smartphone-based tool that uses text 

messaging and web surveys to check in with people who have been vaccinated to identify potential 

side effects after COVID-19 vaccination. V-safe asks questions that help CDC monitor the safety of 

COVID-19 vaccines. V-safe also provides second-dose reminders if needed and live telephone 



COVID-19 Vaccine LHD Toolkit 

 51 

follow-up by CDC if participants report a significant health impact following COVID-19 vaccination. 

For more information, visit: www.cdc.gov/vsafe. 

MANDATORY REQUIREMENTS FOR PFIZER-BIONTECH COVID-19 VACCINE 

ADMINISTRATION UNDER EMERGENCY USE AUTHORIZATION 

In order to mitigate the risks of using this unapproved product under EUA and to optimize the 

potential benefit of Pfizer-BioNTech COVID-19 Vaccine, the following items are required. Use of 

unapproved Pfizer-BioNTech COVID-19 Vaccine for active immunization to prevent COVID-19 under 

this EUA is limited to the following (all requirements must be met): 

8. Pfizer-BioNTech COVID-19 Vaccine is authorized for use in individuals 16 years of age and 

older. 

9. The vaccination provider must communicate to the individual receiving the Pfizer-BioNTech 

COVID-19 Vaccine or their caregiver, information consistent with the "Fact Sheet for 

Recipients and Caregivers" prior to the individual receiving Pfizer-BioNTech COVID-19 

Vaccine. 

10. The vaccination provider must include vaccination information in the state/local jurisdiction's 

Immunization Information System (IIS) or other designated system. 

11. The vaccination provider is responsible for mandatory reporting of the following to the Vaccine 

Adverse Event Reporting System (VAERS): 

• vaccine administration errors whether or not associated with an adverse event, 

• serious adverse events* (irrespective of attribution to vaccination), 

• cases of Multisystem Inflammatory Syndrome (MIS) in adults and Complete and submit 

reports to VAERS online at https://vaers.hhs.gov/reportevent.html. For further 

assistance with reporting to VAERS call 1-800-822-7967. The reports should include the 

words "Pfizer-BioNTech COVID-19 Vaccine EUA" in the description section of the 

report. 

• The vaccination provider is responsible for responding to FDA requests for information about 

vaccine administration errors, adverse events, cases of MIS in adults and children, and cases 

of COVID-19 that result in hospitalization or death following administration of Pfizer-BioNTech 

COVID-19 Vaccine to recipients. 

• * Serious adverse events are defined as: 

• Death; 

• A life-threatening adverse event; 

• Inpatient hospitalization or prolongation of existing hospitalization; 

• A persistent or significant incapacity or substantial disruption of the ability to conduct normal 

life functions; 

• A congenital anomaly/birth defect; 

• An important medical event that based on appropriate medical judgement may jeopardize the 

individual and may require medical or surgical intervention to prevent one of the outcomes 

listed above. 

OTHER ADVERSE EVENT REPORTING TO VAERS AND PFIZER INC. 

Vaccination providers may report to VAERS other adverse events that are not required to 

be reported using the contact information above. 

https://vaers.hhs.gov/reportevent.html
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To the extent feasible, report adverse events to Pfizer Inc. using the contact information 

below or by providing a copy of the VAERS form to Pfizer Inc. 

Website Fax number Telephone number 

www.pfizersafetyreporting.com 1-866-635-8337 1-800-438-1985 

 

ADDITIONAL INFORMATION 

For general questions, visit the website or call the telephone number provided below. 

To access the most recent Pfizer-BioNTech COVID-19 Vaccine Fact Sheets, please scan 

the QR code provided below.  

 

Global website Telephone number 

www.cvdvaccine.com 

  

1-877-829-2619 

 (1-877-VAX-CO19) 

 

 

 

 

 

AVAILABLE ALTERNATIVES 

There is no approved alternative vaccine to prevent COVID-19. There may be clinical trials or 

availability under EUA of other COVID-19 vaccines. 

AUTHORITY FOR ISSUANCE OF THE EUA 

The Secretary of Health and Human Services (HHS) has declared a public health emergency that 

justifies the emergency use of drugs and biological products during the COVID-19 pandemic. In 

response, FDA has issued an EUA for the unapproved product, Pfizer-BioNTech COVID-19 Vaccine, 

for active immunization against COVID-19 in individuals 16 years of age and older. 

FDA issued this EUA, based on Pfizer-BioNTech's request and submitted data. 

Although limited scientific information is available, based on the totality of the scientific evidence 

available to date, it is reasonable to believe that the Pfizer-BioNTech COVID-19 Vaccine may be 

effective for the prevention of COVID-19 in individuals as specified in the Full EUA Prescribing 

Information. 
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This EUA for the Pfizer-BioNTech COVID-19 Vaccine will end when the Secretary of HHS determines 

that the circumstances justifying the EUA no longer exist or when there is a change in the approval 

status of the product such that an EUA is no longer needed. 

For additional information about Emergency Use Authorization visit FDA at: 

https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-

framework/emergency-use-authorization. 

The Countermeasures Injury Compensation Program 

The Countermeasures Injury Compensation Program (CICP) is a federal program that has been 

created to help pay for related costs of medical care and other specific expenses to compensate 

people injured after use of certain medical countermeasures. Medical countermeasures are specific 

vaccines, medications, devices, or other items used to prevent, diagnose, or treat the public during a 

public health emergency or a security threat. For more information about CICP regarding the Pfizer-

BioNTech COVID-19 Vaccine used to prevent COVID-19, visit www.hrsa.gov/cicp, email 

cicp@hrsa.gov, or call: 1-855-266-2427. 

 

 

 

Manufactured by 

 Pfizer Inc., New York, NY 10017 

Manufactured for 

 BioNTech Manufacturing GmbH 

 An der Goldgrube 12 

 55131 Mainz, Germany 

LAB-1450-4.0 

Revised: January 2021 

END SHORT VERSION FACT SHEET 

Long Version (Full EUA Prescribing Information) Begins On Next Page 

https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization
mailto:cicp@hrsa.gov
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FULL EMERGENCY USE AUTHORIZATION (EUA) PRESCRIBING INFORMATION 

1 AUTHORIZED USE 

Pfizer-BioNTech COVID-19 Vaccine is authorized for use under an Emergency Use Authorization 

(EUA) for active immunization to prevent coronavirus disease 2019 (COVID-19) caused by severe 

acute respiratory syndrome coronavirus 2 (SARS-CoV-2) in individuals 16 years of age and older. 

2 DOSAGE AND ADMINISTRATION 

For intramuscular injection only. 

2.1 Preparation for Administration 

Prior to Dilution 

• The Pfizer-BioNTech COVID-19 Vaccine Multiple Dose Vial contains a volume of 0.45 mL, 

supplied as a frozen suspension that does not contain preservative. Each vial must be thawed 

and diluted prior to administration. 

• Vials may be thawed in the refrigerator [2ºC to 8ºC (35ºF to 46ºF)] or at room temperature [up 

to 25ºC (77ºF)] [see How Supplied/Storage and Handling (19)]. 

• Refer to thawing instructions in the panels below. 

Dilution 

 

• Dilute the vial contents using 1.8 mL of 0.9% Sodium Chloride Injection, USP (not provided) to 

form the Pfizer-BioNTech COVID-19 Vaccine. Do not add more than 1.8 mL of diluent. 

• ONLY use 0.9% Sodium Chloride Injection, USP as the diluent. This diluent is not packaged 

with the vaccine and must be sourced separately. Do not use bacteriostatic 0.9% Sodium 

Chloride Injection or any other diluent. 

http://labeling.pfizer.com/ShowLabeling.aspx?id=14471#S19
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• After dilution, one vial contains 6 doses of 0.3 mL. Vial labels and cartons may state that after 

dilution, a vial contains 5 doses of 0.3 mL. The information in this Full EUA Prescribing 

Information regarding the number of doses per vial after dilution supersedes the number of 

doses stated on vial labels and cartons. 

• Refer to dilution and dose preparation instructions in the panels below. 
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2.2 Administration Information 

Visually inspect each dose in the dosing syringe prior to administration. The vaccine will be an off-

white suspension. During the visual inspection, 

• verify the final dosing volume of 0.3 mL. 

• confirm there are no particulates and that no discoloration is observed. 

• do not administer if vaccine is discolored or contains particulate matter. 

Administer the Pfizer-BioNTech COVID-19 Vaccine intramuscularly. 

After dilution, vials of Pfizer-BioNTech COVID-19 Vaccine contain six doses of 0.3 mL of vaccine. 

Low dead-volume syringes and/or needles can be used to extract six doses from a single vial. If 

standard syringes and needles are used, there may not be sufficient volume to extract a sixth dose 

from a single vial. Irrespective of the type of syringe and needle: 

• Each dose must contain 0.3 mL of vaccine. 

• If the amount of vaccine remaining in the vial cannot provide a full dose of 0.3 mL, discard the 

vial and any excess volume. 

• Do not pool excess vaccine from multiple vials. 

2.3 Vaccination Schedule for Individuals 16 Years of Age and Older 
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The Pfizer-BioNTech COVID-19 Vaccine is administered intramuscularly as a series of two doses 

(0.3 mL each) three weeks apart. 

There are no data available on the interchangeability of the Pfizer-BioNTech COVID-19 Vaccine with 

other COVID-19 vaccines to complete the vaccination series. Individuals who have 

received one dose of Pfizer-BioNTech COVID-19 Vaccine should receive a second dose of Pfizer-

BioNTech COVID-19 Vaccine to complete the vaccination series. 

3 DOSAGE FORMS AND STRENGTHS 

Pfizer-BioNTech COVID-19 Vaccine is a suspension for injection. After preparation, a single dose is 

0.3 mL. 

4 CONTRAINDICATIONS 

Do not administer Pfizer-BioNTech COVID-19 Vaccine to individuals with known history of a severe 

allergic reaction (e.g., anaphylaxis) to any component of the Pfizer-BioNTech COVID-19 Vaccine [see 

Description (13)]. 

5 WARNINGS AND PRECAUTIONS 

5.1 Management of Acute Allergic Reactions 

Appropriate medical treatment used to manage immediate allergic reactions must be immediately 

available in the event an acute anaphylactic reaction occurs following administration of Pfizer-

BioNTech COVID-19 Vaccine. 

Monitor Pfizer-BioNTech COVID-19 Vaccine recipients for the occurrence of immediate adverse 

reactions according to the Centers for Disease Control and Prevention guidelines 

(https://www.cdc.gov/vaccines/covid-19/). 

5.2 Altered Immunocompetence 

Immunocompromised persons, including individuals receiving immunosuppressant therapy, may have 

a diminished immune response to the Pfizer-BioNTech COVID-19 Vaccine. 

5.3 Limitation of Effectiveness 

The Pfizer-BioNTech COVID-19 Vaccine may not protect all vaccine recipients. 

6 OVERALL SAFETY SUMMARY 

It is MANDATORY for vaccination providers to report to the Vaccine Adverse Event Reporting 

System (VAERS) all vaccine administration errors, all serious adverse events, cases of 

Multisystem Inflammatory Syndrome (MIS) in adults and children, and hospitalized or fatal 

cases of COVID-19 following vaccination with the Pfizer-BioNTech COVID-19 Vaccine. To the 

extent feasible, provide a copy of the VAERS form to Pfizer Inc. Please see the 

REQUIREMENTS AND INSTRUCTIONS FOR REPORTING ADVERSE EVENTS AND VACCINE 

ADMINISTRATION ERRORS section for details on reporting to VAERS and Pfizer Inc. 

 

http://labeling.pfizer.com/ShowLabeling.aspx?id=14471#S13
https://www.cdc.gov/vaccines/covid-19/
http://labeling.pfizer.com/ShowLabeling.aspx?id=14471#S8
http://labeling.pfizer.com/ShowLabeling.aspx?id=14471#S8
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In clinical studies, adverse reactions in participants 16 years of age and older included pain at the 

injection site (84.1%), fatigue (62.9%), headache (55.1%), muscle pain (38.3%), chills (31.9%), joint 

pain (23.6%), fever (14.2%), injection site swelling (10.5%), injection site redness (9.5%), nausea 

(1.1%), malaise (0.5%), and lymphadenopathy (0.3%). 

Severe allergic reactions have been reported following the Pfizer-BioNTech COVID-19 Vaccine 

during mass vaccination outside of clinical trials. 

6.1 Clinical Trials Experience 

Because clinical trials are conducted under widely varying conditions, adverse reaction rates 

observed in the clinical trials of a drug cannot be directly compared to rates in the clinical trials of 

another drug and may not reflect the rates observed in practice. 

The safety of Pfizer-BioNTech COVID-19 Vaccine was evaluated in participants 16 years of age and 

older in two clinical studies conducted in the United States, Europe, Turkey, South Africa, and South 

America. Study BNT162-01 (Study 1) was a Phase 1/2, two-part, dose-escalation trial that enrolled 60 

participants, 18 through 55 years of age. Study C4591001 (Study 2) is a Phase 1/2/3, multicenter, 

multinational, randomized, saline placebo-controlled, observer-blind, dose-finding, vaccine candidate-

selection (Phase 1) and efficacy (Phase 2/3) study that has enrolled approximately 44,000 

participants, 12 years of age or older. Of these, approximately 43,448 participants (21,720 Pfizer-

BioNTech COVID-19 Vaccine; 21,728 placebo) in Phase 2/3 are 16 years of age or older (including 

138 and 145 adolescents 16 and 17 years of age in the vaccine and placebo groups, respectively). 

At the time of the analysis of Study 2 for the EUA, 37,586 (18,801 Pfizer-BioNTech COVID-19 

Vaccine and 18,785 placebo) participants 16 years of age or older have been followed for a median 

of 2 months after the second dose of Pfizer-BioNTech COVID-19 Vaccine. 

The safety evaluation in Study 2 is ongoing. The safety population includes participants enrolled by 

October 9, 2020, and includes safety data accrued through November 14, 2020. Participants 18 years 

and older in the reactogenicity subset are monitored for solicited local and systemic reactions and use 

of antipyretic medication after each vaccination in an electronic diary. Participants are being 

monitored for unsolicited adverse events, including serious adverse events, throughout the study 

[from Dose 1 through 1 month (all unsolicited adverse events) or 6 months (serious adverse events) 

after the last vaccination]. 

Demographic characteristics in Study 2 were generally similar with regard to age, gender, race, and 

ethnicity among participants who received Pfizer-BioNTech COVID-19 Vaccine and those who 

received placebo. Overall, among the total participants who received either the Pfizer-BioNTech 

COVID-19 Vaccine or placebo, 50.6% were male and 49.4% were female, 83.1% were White, 9.1% 

were Black or African American, 28.0% were Hispanic/Latino, 4.3% were Asian, and 0.5% were 

American Indian/Alaska Native. 

Local and Systemic Adverse Reactions Solicited in the Study 2 

Table 1 and Table 2 present the frequency and severity of solicited local and systemic reactions, 

respectively, within 7 days following each dose of Pfizer-BioNTech COVID-19 Vaccine and placebo in 

the subset of participants 18 to 55 years of age included in the EUA safety population who were 

monitored for reactogenicity with an electronic diary. 
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Table 3 and Table 4 present the frequency and severity of reported solicited local and systemic 

reactions, respectively, within 7 days of each dose of Pfizer-BioNTech COVID-19 Vaccine and 

placebo for participants 56 years of age and older. 

Across both age groups, the mean duration of pain at the injection site after Dose 2 was 2.5 days 

(range 1 to 36 days), for redness 2.6 days (range 1 to 34 days), and for swelling 2.3 days (range 1 to 

34 days) for participants in the Pfizer-BioNTech COVID-19 Vaccine group. 

Solicited reactogenicity data in 16 and 17 year-old participants are limited. 
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Unsolicited Adverse Events 

Serious Adverse Events 
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In Study 2, among participants 16 to 55 years of age who had received at least 1 dose of vaccine or 

placebo (Pfizer-BioNTech COVID-19 Vaccine = 10,841; placebo = 10,851), serious adverse events 

from Dose 1 through up to 30 days after Dose 2 in ongoing follow-up were reported by 0.4% of Pfizer-

BioNTech COVID-19 Vaccine recipients and by 0.3% of placebo recipients. In a similar analysis, in 

participants 56 years of age and older (Pfizer-BioNTech COVID-19 Vaccine = 7960, placebo = 7934), 

serious adverse events were reported by 0.8% of Pfizer-BioNTech COVID-19 Vaccine recipients and 

by 0.6% of placebo recipients who received at least 1 dose of Pfizer-BioNTech COVID-19 Vaccine or 

placebo, respectively. In these analyses, 91.6% of study participants had at least 30 days of follow-up 

after Dose 2. Appendicitis was reported as a serious adverse event for 12 participants, and 

numerically higher in the vaccine group, 8 vaccine participants and 4 placebo participants. Currently 

available information is insufficient to determine a causal relationship with the vaccine. There were no 

other notable patterns or numerical imbalances between treatment groups for specific categories of 

serious adverse events (including neurologic, neuro-inflammatory, and thrombotic events) that would 

suggest a causal relationship to Pfizer-BioNTech COVID-19 Vaccine. 

Non-Serious Adverse Events 

Overall in Study 2 in which 10,841 participants 16 to 55 years of age received Pfizer-BioNTech 

COVID-19 Vaccine and 10,851 participants received placebo, non-serious adverse events from Dose 

1 through up to 30 days after Dose 2 in ongoing follow-up were reported in 29.3% of participants who 

received Pfizer-BioNTech COVID-19 Vaccine and 13.2% of participants in the placebo group, for 

participants who received at least 1 dose. Overall in a similar analysis in which 7960 participants 56 

years of age and older received Pfizer-BioNTech COVID-19 Vaccine, non-serious adverse events 

within 30 days were reported in 23.8% of participants who received Pfizer-BioNTech COVID-19 

Vaccine and 11.7% of participants in the placebo group, for participants who received at least 1 dose. 

In these analyses, 91.6% of study participants had at least 30 days of follow-up after Dose 2. The 

higher frequency of reported unsolicited non-serious adverse events among Pfizer BioNTech COVID-

19 Vaccine recipients compared to placebo recipients was primarily attributed to local and systemic 

adverse events reported during the first 7 days following vaccination that are consistent with adverse 

reactions solicited among participants in the reactogenicity subset and presented in Tables 3 and 4. 

From Dose 1 through 30 days after Dose 2, reports of lymphadenopathy were imbalanced with 

notably more cases in the Pfizer-BioNTech COVID-19 Vaccine group (64) vs. the placebo group (6), 

which is plausibly related to vaccination. Throughout the safety follow-up period to date, Bell's palsy 

(facial paralysis) was reported by four participants in the Pfizer-BioNTech COVID-19 Vaccine group. 

Onset of facial paralysis was Day 37 after Dose 1 (participant did not receive Dose 2) and Days 3, 9, 

and 48 after Dose 2. No cases of Bell's palsy were reported in the placebo group. Currently available 

information is insufficient to determine a causal relationship with the vaccine. There were no other 

notable patterns or numerical imbalances between treatment groups for specific categories of non-

serious adverse events (including other neurologic or neuro-inflammatory, and thrombotic events) 

that would suggest a causal relationship to Pfizer-BioNTech COVID-19 Vaccine.  

8 REQUIREMENTS AND INSTRUCTIONS FOR REPORTING ADVERSE EVENTS AND VACCINE 

ADMINISTRATION ERRORS 

See Overall Safety Summary (Section 6) for additional information. 

http://labeling.pfizer.com/ShowLabeling.aspx?id=14471#S6
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The vaccination provider enrolled in the federal COVID-19 Vaccination Program is responsible for 

MANDATORY reporting of the listed events following Pfizer-BioNTech COVID-19 Vaccine to the 

Vaccine Adverse Event Reporting System (VAERS): 

• Vaccine administration errors whether or not associated with an adverse event 

• Serious adverse events* (irrespective of attribution to vaccination) 

• Cases of Multisystem Inflammatory Syndrome (MIS) in children and adults 

• Cases of COVID-19 that result in hospitalization or death 

*Serious adverse events are defined as: 

• Death 

• A life-threatening adverse event 

• Inpatient hospitalization or prolongation of existing hospitalization 

• A persistent or significant incapacity or substantial disruption of the ability to conduct normal 

life functions 

• A congenital anomaly/birth defect 

• An important medical event that based on appropriate medical judgement may jeopardize the 

individual and may require medical or surgical intervention to prevent one of the outcomes 

listed above 

Instructions for Reporting to VAERS 

The vaccination provider enrolled in the federal COVID-19 Vaccination Program should complete and 

submit a VAERS form to FDA using one of the following methods: 

• Complete and submit the report online: https://vaers.hhs.gov/reportevent.html, or 

• If you are unable to submit this form electronically, you may fax it to VAERS at 1-877-721-

0366. If you need additional help submitting a report you may call the VAERS toll-free 

information line at 1-800-822-7967 or send an email to info@vaers.org. 

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 include: 

• Patient demographics (e.g., patient name, date of birth) 

• Pertinent medical history 

• Pertinent details regarding admission and course of illness 

• Concomitant medications 

• Timing of adverse event(s) in relationship to administration of the Pfizer-BioNTech COVID-19 

Vaccine 

• Pertinent laboratory and virology information 

• Outcome of the event and any additional follow-up information if it is available at the time of the 

VAERS report. Subsequent reporting of follow-up information should be completed if additional 

details become available. 

The following steps are highlighted to provide the necessary information for safety tracking: 

https://vaers.hhs.gov/reportevent.html
mailto:info@vaers.org
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1. In Box 17, provide information on Pfizer-BioNTech COVID-19 Vaccine and any other vaccines 

administered on the same day; and in Box 22, provide information on any other vaccines 

received within one month prior. 

2. In Box 18, description of the event: 

a. Write "Pfizer-BioNTech COVID-19 Vaccine EUA" as the first line. 

b. Provide a detailed report of vaccine administration error and/or adverse event. It is 

important to provide detailed information regarding the patient and adverse 

event/medication error for ongoing safety evaluation of this unapproved vaccine. Please 

see information to include listed above. 

3. Contact information: 

c. In Box 13, provide the name and contact information of the prescribing healthcare 

provider or institutional designee who is responsible for the report. 

d. In Box 14, provide the name and contact information of the best doctor/healthcare 

professional to contact about the adverse event. 

e. In Box 15, provide the address of the facility where vaccine was given (NOT the 

healthcare provider's office address). 

Other Reporting Instructions 

Vaccination providers may report to VAERS other adverse events that are not required to be reported 

using the contact information above. 

To the extent feasible, report adverse events to Pfizer Inc. using the contact information below or by 

providing a copy of the VAERS form to Pfizer Inc. 

Website Fax number Telephone number 

www.pfizersafetyreporting.com 1-866-635-8337 1-800-438-1985 

10 DRUG INTERACTIONS 

There are no data to assess the concomitant administration of the Pfizer-BioNTech COVID-19 

Vaccine with other vaccines. 

11 USE IN SPECIFIC POPULATIONS 

11.1 Pregnancy 

Risk Summary 

All pregnancies have a risk of birth defect, loss, or other adverse outcomes. In the US general 

population, the estimated background risk of major birth defects and miscarriage in clinically 

recognized pregnancies is 2% to 4% and 15% to 20%, respectively. Available data on Pfizer-

BioNTech COVID-19 Vaccine administered to pregnant women are insufficient to inform vaccine-

associated risks in pregnancy. 

11.2 Lactation 

Risk Summary 

Data are not available to assess the effects of Pfizer-BioNTech COVID-19 Vaccine on the breastfed 

infant or on milk production/excretion. 
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11.3 Pediatric Use 

Emergency Use Authorization of Pfizer-BioNTech COVID-19 Vaccine in adolescents 16 and 17 years 

of age is based on extrapolation of safety and effectiveness from adults 18 years of age and older. 

Emergency Use Authorization of Pfizer BioNTech COVID-19 Vaccine does not include use in 

individuals younger than 16 years of age. 

11.4 Geriatric Use 

Clinical studies of Pfizer-BioNTech COVID-19 Vaccine include participants 65 years of age and older 

and their data contributes to the overall assessment of safety and efficacy [see Overall Safety 

Summary (6.1) and Clinical Trial Results and Supporting Data for EUA (18.1)]. Of the total number of 

Pfizer-BioNTech COVID-19 Vaccine recipients in Study 2 (N=20,033), 21.4% (n=4,294) were 65 

years of age and older and 4.3% (n=860) were 75 years of age and older. 

13 DESCRIPTION 

The Pfizer-BioNTech COVID-19 Vaccine is supplied as a frozen suspension in multiple dose vials; 

each vial must be diluted with 1.8 mL of sterile 0.9% Sodium Chloride Injection, USP prior to use to 

form the vaccine. Each dose of the Pfizer-BioNTech COVID-19 Vaccine contains 30 mcg of a 

nucleoside-modified messenger RNA (modRNA) encoding the viral spike (S) glycoprotein of SARS-

CoV-2. 

Each dose of the Pfizer-BioNTech COVID-19 Vaccine also includes the following ingredients: lipids 

(0.43 mg (4-hydroxybutyl)azanediyl)bis(hexane-6,1-diyl)bis(2-hexyldecanoate), 0.05 mg 

2[(polyethylene glycol)-2000]-N,N-ditetradecylacetamide, 0.09 mg 1,2-distearoyl-sn-glycero-3-

phosphocholine, and 0.2 mg cholesterol), 0.01 mg potassium chloride, 0.01 mg monobasic potassium 

phosphate, 0.36 mg sodium chloride, 0.07 mg dibasic sodium phosphate dihydrate, and 6 mg 

sucrose. The diluent (0.9% Sodium Chloride Injection, USP) contributes an additional 2.16 mg 

sodium chloride per dose. 

The Pfizer-BioNTech COVID-19 Vaccine does not contain preservative. The vial stoppers are not 

made with natural rubber latex. 

14 CLINICAL PHARMACOLOGY 

14.1 Mechanism of Action 

The modRNA in the Pfizer-BioNTech COVID-19 Vaccine is formulated in lipid particles, which enable 

delivery of the RNA into host cells to allow expression of the SARS-CoV-2 S antigen. The vaccine 

elicits an immune response to the S antigen, which protects against COVID-19. 

18 CLINICAL TRIAL RESULTS AND SUPPORTING DATA FOR EUA 

18.1 Efficacy in Participants 16 Years of Age and Older 

Study 2 is a multicenter, multinational, Phase 1/2/3, randomized, placebo-controlled, observer-blind, 

dose-finding, vaccine candidate–selection, and efficacy study in participants 12 years of age and 

older. Randomization was stratified by age: 12 through 15 years of age, 16 through 55 years of age, 

or 56 years of age and older, with a minimum of 40% of participants in the ≥56-year stratum. The 

study excluded participants who were immunocompromised and those who had previous clinical or 

microbiological diagnosis of COVID-19. Participants with preexisting stable disease, defined as 

http://labeling.pfizer.com/ShowLabeling.aspx?id=14471#S6.1
http://labeling.pfizer.com/ShowLabeling.aspx?id=14471#S6.1
http://labeling.pfizer.com/ShowLabeling.aspx?id=14471#S18.1
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disease not requiring significant change in therapy or hospitalization for worsening disease during the 

6 weeks before enrollment, were included as were participants with known stable infection with 

human immunodeficiency virus (HIV), hepatitis C virus (HCV), or hepatitis B virus (HBV). 

In the Phase 2/3 portion approximately 44,000 participants 12 years of age and older were 

randomized equally and received 2 doses of Pfizer-BioNTech COVID-19 Vaccine or placebo 

separated by 21 days. Participants are planned to be followed for up to 24 months, for assessments 

of safety and efficacy against COVID-19. 

The population for the analysis of the primary efficacy endpoint included, 36,621 participants 12 years 

of age and older (18,242 in the Pfizer-BioNTech COVID-19 Vaccine group and 18,379 in the placebo 

group) who did not have evidence of prior infection with SARS-CoV-2 through 7 days after the second 

dose. Table 5 presents the specific demographic characteristics in the studied population. 

 

 

 

 

All eligible randomized participants who receive all vaccination(s) as randomized within the predefined window, have 

no other important protocol deviations as determined by the clinician, and have no evidence of SARS-CoV-2 

infection prior to 7 days after Dose 2. 
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Includes multiracial and not reported. 

Number of participants who have 1 or more comorbidities that increase the risk of severe COVID-19 disease 

• Chronic lung disease (e.g., emphysema and chronic bronchitis, idiopathic pulmonary fibrosis, and 
cystic fibrosis) or moderate to severe asthma 

• Significant cardiac disease (e.g., heart failure, coronary artery disease, congenital heart disease, 
cardiomyopathies, and pulmonary hypertension) 

• Obesity (body mass index ≥ 30 kg/m2) 

• Diabetes (Type 1, Type 2 or gestational) 

• Liver disease 

• Human Immunodeficiency Virus (HIV) infection (not included in the efficacy evaluation) 

 

Efficacy Against COVID-19 

The population in the primary efficacy analysis included all participants 12 years of age and older who 

had been enrolled from July 27, 2020, and followed for the development of COVID-19 through 

November 14, 2020. Participants 18 to 55 years of age and 56 years of age and older began 

enrollment from July 27,2020, 16 to 17 years of age began enrollment from September 16, 2020 and 

12 to 15 years of age began enrollment from October 15, 2020. 

The vaccine efficacy information is presented in Tab 

 

19 HOW SUPPLIED/STORAGE AND HANDLING 

Pfizer-BioNTech COVID-19 Vaccine Suspension for Intramuscular Injection, Multiple Dose Vials are 

supplied in a carton containing 25 multiple dose vials (NDC 59267-1000-3) or 195 multiple dose vials 

(NDC 59267-1000-2). After dilution, one vial contains 6 doses of 0.3 mL. Vial labels and cartons may 

state that after dilution, a vial contains 5 doses of 0.3 mL. The information in this Full EUA Prescribing 
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Information regarding the number of doses per vial after dilution supersedes the number of doses 

stated on vial labels and cartons. 

During storage, minimize exposure to room light, and avoid exposure to direct sunlight and ultraviolet 

light. 

Do not refreeze thawed vials. 

Frozen Vials Prior to Use 

Cartons of Pfizer-BioNTech COVID-19 Vaccine Multiple Dose Vials arrive in thermal containers with 

dry ice. Once received, remove the vial cartons immediately from the thermal container and store in 

an ultra-low temperature freezer between -80ºC to -60ºC (-112ºF to -76ºF). Vials must be kept frozen 

between -80ºC to -60ºC (-112ºF to -76ºF) and protected from light, in the original cartons, until ready 

to use. 

If an ultra-low temperature freezer is not available, the thermal container in which the Pfizer-

BioNTech COVID-19 Vaccine arrives may be used as temporary storage when consistently re-filled to 

the top of the container with dry ice. Refer to the re-icing guidelines packed in the original thermal 

container for instructions regarding the use of the thermal container for temporary storage. The 

thermal container maintains a temperature range of -90ºC to -60ºC (-130ºF to -76ºF). Storage within 

this temperature range is not considered an excursion from the recommended storage condition. 

Thawed Vials Before Dilution 

Thawed Under Refrigeration 

Thaw and then store undiluted vials in the refrigerator [2ºC to 8ºC (35ºF to 46ºF)] for up to 5 days 

(120 hours). A carton of 25 vials or 195 vials may take up to 2 or 3 hours, respectively, to thaw in the 

refrigerator, whereas a fewer number of vials will thaw in less time. 

Thawed at Room Temperature 

For immediate use, thaw undiluted vials at room temperature [up to 25ºC (77ºF)] for 30 minutes. 

Thawed vials can be handled in room light conditions. 

Vials must reach room temperature before dilution. 

Undiluted vials may be stored at room temperature for no more than 2 hours. 

Vials After Dilution 

After dilution, store vials between 2°C to 25°C (35°F to 77°F) and use within 6 hours from the time of 

dilution. During storage, minimize exposure to room light, and avoid exposure to direct sunlight and 

ultraviolet light. Any vaccine remaining in vials must be discarded after 6 hours. Do not refreeze. 

20 PATIENT COUNSELING INFORMATION 

Advise the recipient or caregiver to read the Fact Sheet for Recipients and Caregivers. 

The vaccination provider must include vaccination information in the state/local jurisdiction's 

Immunization Information System (IIS) or other designated system. Advise recipient or caregiver that 

more information about IISs can be found at: https://www.cdc.gov/vaccines/programs/iis/about.html. 

https://www.cdc.gov/vaccines/programs/iis/about.html
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21 CONTACT INFORMATION 

For general questions, visit the website or call the telephone number provided below. 

Website Telephone number 

www.cvdvaccine.com 

  
 

1-877-829-2619 

 (1-877-VAX-CO19) 

This Full EUA Prescribing Information may have been updated. For the most recent Full EUA 

Prescribing Information, please see www.cvdvaccine.com. 

 

Manufactured by 

 Pfizer Inc., New York, NY 10017 

Manufactured for 

 BioNTech Manufacturing GmbH 

An der Goldgrube 12 

 55131 Mainz, Germany 

LAB-1457-4.0 

Revised: January 2021 

 

 

  

 

 

  

  

 

Appendix 3 – FDA Letter of Authorization – Pfizer 
As of 12/11/2020 
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Appendix 4 – V-safe Information Sheet 
As of 12/01/2020 
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Appendix 5 – V-safe poster  
As of 12/01/2020 
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Appendix 6 – Product Information Guide for COVID-19 Vaccines and Associated Products 

makda.gh
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Appendix 7 – COVID-19 Vaccine Readiness Checklist 
  

This checklist contains recommended action items to help organizations ensure their readiness to 
receive and administer the COVID-19 vaccine. Providers must be approved through the Provider 
Enrollment portal before beginning the readiness checklist. The State will contact providers for 
enrollment in accordance with the State’s Vaccine Distribution Prioritization framework. Additional 
information can be found here: https://files.nc.gov/covid/documents/vaccines/NCDHHS-Vaccine-
Infographic.pdf  
 
The action items below are grouped by topic (Onboarding, Training, Communications and Vaccine 
Administration Preparation) and listed in recommended sequence to address. Action items that are shaded blue 
are only applicable to Health Care Provider (HCP) organizations that are enrolled with the State of North Carolina 
to administer COVID-19 vaccines. 
 
Please contact the COVID-19 Vaccine Management System (CVMS) Help Desk at CVMS-help@dhhs.nc.gov 
with any questions related to this Readiness Checklist. 
 

Onboarding: 
 

 Action Item Supporting Information 

☐ 
1. Identify internal single point 

of contact for your 
employees to send 
questions or provide 
feedback related to the 
administration of COVID-19 
vaccine.  

Identifying and providing employees a point of contact within 
your organization will give employees a clear channel to get 
answers to their questions or communicate issues related to the 
COVID-19 vaccination process.  
Any questions related to NCID or CVMS access should be 
directed through the designated point of contact. 

☐ 
2. Enrolled HCP 

Organization Only: Identify 
your organization’s users 
that need access to CVMS 
Healthcare Provider Portal 
and confirm that these users 
have a valid NCID. Instruct 
users that do not have an 
NCID to create an NCID 
and provide it to you.  

See Appendix A for a summary of the two profiles in CVMS to 
help you determine which profile is appropriate for each your 
identified CVMS user’s needs. 
Instructions for a user to create an NCID: 

12. Navigate to https://ncid.nc.gov/ 
13. Click Register! (in the bottom right corner of the blue 

box) 
14. Click Business user type option 
15. Complete the required fields to create an NCID  
16. Follow the steps to access your NCID account and 

create your security questions 
  
See the NC Immunization Branch website for the HCP User 
Onboarding Template and instructions/user guide on how to 
complete the onboarding form: 
https://immunize.nc.gov/providers/covid-19training.htm  

☐ 
3. Fill out the State-provided 

Recipient Bulk Upload 
Template with the requested 
information for each of your 
eligible employees or 
individuals that meet the 
Phase 1 criteria to receive 
the COVID-19 vaccine. 

See Appendix B for the North Carolina CDC COVID-19 
Vaccination Program Phase 1 Prioritization / Eligibility Matrix. 
See the NC Immunization Branch website for the Recipient Bulk 
Upload Template and user guide: 
https://immunize.nc.gov/providers/covid-19training.htm.  This 
template should be completed for all users associated with the 
Provider Organization (and does not need to be location 
specific). See below for definitions of Risk column and Type 
column in the Recipient Bulk Upload Template.  

https://files.nc.gov/covid/documents/vaccines/NCDHHS-Vaccine-Infographic.pdf
https://files.nc.gov/covid/documents/vaccines/NCDHHS-Vaccine-Infographic.pdf
mailto:CVMS-help@dhhs.nc.gov
https://ncid.nc.gov/
https://immunize.nc.gov/providers/covid-19training.htm
https://immunize.nc.gov/providers/covid-19training.htm
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The Recipient Bulk Upload 
Template provides eligible 
employees or individuals with 
access to the CVMS Recipient 
Portal, where they must complete a 
health questionnaire before 
receiving the COVID-19 vaccine.  
 
When vaccines are available and 
you have obtained access to 
CVMS, you will be able to upload 
your completed Recipient Bulk 
Upload Template into CVMS so 
that the identified employees or 
individuals can complete their 
registration process in CVMS. 

FIELD DEFINITIONS FOR RECIPIENT BULK UPLOAD 
TEMPLATE  

• RISK (column D): Enter "High" if the employee is 
responsible for one or more of the following: 
caring/cleaning in areas with COVID-19 patients, 
performing tasks with high risks of aerosolization 
(Intubation, Bronchoscopy, Suctioning, Invasive Dental 
Procedures, Invasive Specimen Collection, CPR), 
responsible for handling decedents with COVID-19, or 
planning to administer the COVID Vaccine. Otherwise 
enter “Low” if the employee does not meet any of the 
above criteria.  

• TYPE (column E): Enter “Employee” if person is 
working for the organization or enter “Individual” if the 
person is a resident of the organization (e.g., residents 
of a nursing home) . 

 

Training: 

 Action Item Supporting Information 

☐ 
4. Enrolled HCP Organization Only: 

Provide orientation and training 
materials to your organization’s 
designated primary and back-up 
vaccine coordinators. 

The designated primary and back-up vaccine 

coordinators must review the CDC’s Vaccine Storage 

and Handling Toolkit, which includes the COVID-19 

Vaccine Addendum and complete the COVID-19 

Vaccine Training: General Overview of Immunization 

Best Practices for Healthcare Providers and the CDC’s 

You Call the Shots: Vaccine Storage and Handling 

module. 
  

https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit

/index.html 
https://www2.cdc.gov/vaccines/ed/covid19/  
https://www2a.cdc.gov/nip/isd/ycts/mod1/courses/sh/ce

.asp 
  
Please see link below for CVMS Healthcare Provider 
Portal Log In and Getting Started User Guide:  
  
https://immunize.nc.gov/providers/ncip/training/CVMS%
20Provider%20Portal%20Log 
 
%20In%20and%20Getting%20Started%20User%20Gui
de.pptx 
 

 

 Action Item Supporting Information 

☐ 

 

5. Enrolled HCP Organization Only: 
Train your staff that are designated 
to receive COVID-19 vaccines and 

Training materials for Receiving and Processing Vaccine 
Shipments can be found at the link below:  
https://immunize.nc.gov/providers/ncip/training/CVMS%
20Provider%20 

https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit/index.html
https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit/index.html
https://www2.cdc.gov/vaccines/ed/covid19/
https://www2a.cdc.gov/nip/isd/ycts/mod1/courses/sh/ce.asp
https://www2a.cdc.gov/nip/isd/ycts/mod1/courses/sh/ce.asp
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Log%20In%20and%20Getting%20Started%20User%20Guide.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Log%20In%20and%20Getting%20Started%20User%20Guide.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Log%20In%20and%20Getting%20Started%20User%20Guide.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Log%20In%20and%20Getting%20Started%20User%20Guide.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Log%20In%20and%20Getting%20Started%20User%20Guide.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Receiving%20and%20Processing%20Vaccine%20Shipments%20User%20Guide.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Receiving%20and%20Processing%20Vaccine%20Shipments%20User%20Guide.pptx
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manage inventory levels in CVMS on 
how to: 

a. Receive COVID-19 vaccine 
shipments in CVMS 

b. How to document and manage 
discrepancies between shipped 
quantities and actually received 
quantities 

c. Look up and document (both on 
packaging and in CVMS) the Beyond 
Use for all COVID-19 vaccines 

d. How to receive emails from the 
manufacturer on shipment status 
and temperature excursions 

e. How to contact the manufacturer or 
CVMS Help Desk if there are any 
issues with the vaccine shipment 

f. Make adjustments to inventory on-
hand in CVMS due to spoilage, 
wastage, or returns 

g. How to request or process transfers 
of COVID-19 vaccine inventory 

h. How to return COVID-19 vaccine 
shipping containers to the 
manufacturer for reuse 

i. How to return COVID-19 vaccines to 
the manufacturer if directed to do so. 

 
Portal%20Receiving%20and%20Processing%20Vaccin
e%20Shipments 
 %20User%20Guide.pptx 
Training materials for Inventory Wastage and Return can 
be found at the link below:  
https://immunize.nc.gov/providers/ncip/training/CVMS%
20Provider%20Portal%20Inve 
 
ntory%20Wastage%20Return%20and%20Transfer%20
User%20Guide.pptx 
  
Links to the CDC website to look up Beyond Use Dates 
based on vaccine manufacturer lot numbers will be 
provided when available. 

 
 

 Action Item Supporting Information 

☒ 
6. Enrolled HCP Organization Only: Train your staff 

that are designated to handle and store COVID-19 
vaccines on how to: 

a. Properly handle the COVID-19 vaccines 
b. Monitor and document the storage temperature for 

COVID-19 vaccines 
c. Recharge COVID-19 vaccine shipping containers if 

they are being used to store COVID-19 vaccines 
(Pfizer) 

Please see Appendix C at the end of 
this checklist for additional guidance on 
storage and recharging (Pfizer). 
https://www.cdc.gov/vaccines/hcp/admin
/storage/toolkit/index.html 
  
Additional training materials will be 
provided when available. 
  

☐ 
7. Enrolled HCP Organization Only: Train your staff 

that are designated to check-in employees prior to 
administration of COVID-19 vaccine on how to use 
CVMS to complete their responsibilities. 

Training materials for HCP User check in 
are provided in the link below: 
  
 
https://immunize.nc.gov/providers/ncip/tr
aining/CVMS%20Provider% 
 20Portal%20Recipient%20Check-
In%20User%20Guide.pptx 
 

 
 

 Action Item Supporting Information 

☒ 
8. Enrolled HCP Organization Only: Train 

your staff that are designated to 
Training materials for vaccine administration can be 
found at the link below: 

https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Receiving%20and%20Processing%20Vaccine%20Shipments%20User%20Guide.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Receiving%20and%20Processing%20Vaccine%20Shipments%20User%20Guide.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Receiving%20and%20Processing%20Vaccine%20Shipments%20User%20Guide.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Receiving%20and%20Processing%20Vaccine%20Shipments%20User%20Guide.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Receiving%20and%20Processing%20Vaccine%20Shipments%20User%20Guide.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Inventory%20Wastage%20Return%20and%20Transfer%20User%20Guide.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Inventory%20Wastage%20Return%20and%20Transfer%20User%20Guide.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Inventory%20Wastage%20Return%20and%20Transfer%20User%20Guide.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Inventory%20Wastage%20Return%20and%20Transfer%20User%20Guide.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Inventory%20Wastage%20Return%20and%20Transfer%20User%20Guide.pptx
https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit/index.html
https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit/index.html
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Recipient%20Check-In%20User%20Guide.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Recipient%20Check-In%20User%20Guide.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Recipient%20Check-In%20User%20Guide.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Recipient%20Check-In%20User%20Guide.pptx
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administer COVID-19 vaccines to eligible 
employees or individuals on how to: on 
how to: 

a. Prepare the vaccine 
b. Administer the vaccine 
c. Provide the recipient a populated 

COVID-19 vaccination record card 
(mandatory requirement) 

d. Document in CVMS 

 
https://immunize.nc.gov/providers/ncip/training/CVM
S%20Provider%20Portal 
 
%20Vaccine%20Administration%20User%20Guide
%20.pptx 
  
Training materials for Proof of Vaccine can be found 
in the link below:  
https://immunize.nc.gov/providers/ncip/training/CVM
S%20Provider%20Portal 
 
%20Viewing%20Proof%20of%20Vaccination%20Us
er%20Guide.pptx 
  
Information on COVID-19 record card:  

• COVID-19 vaccination record cards will be 
provided as part of vaccine ancillary kits. 
Vaccination providers should provide a 
completed card with  accurate vaccine 
information (i.e., vaccine manufacturer, lot 
number, date of first dose administration, and 
second dose due date), and give them to 
each patient who receives vaccine to ensure 
a basic vaccination record is provided. 

Vaccination providers should encourage vaccine 
recipients to take a picture of the vaccine card with 
their cell phone to remind them of the next due date 
for the second dose, and keep the card in case the 
CVMS or other system is not available when they 
return for their second dose. 

☐ 
9. Enrolled HCP Organization Only: Train 

your designated vaccine administrators 
on how to report an adverse event in 
VAERS following a COVID-19 vaccine 
administration. 

Per the CDC COVID-19 Vaccination Program 
Provider Agreement, COVID-19 vaccination 
providers are required to report adverse events 
following COVID-19 vaccination and should report 
clinically important adverse events even if they are 
not sure if the vaccination caused the event. 
 
https://www.cdc.gov/vaccinesafety/ensuringsafety/m
onitoring/vaers/index.html   

 
Communications: 

 Action Item Supporting Information 

☐ 
10. Consider developing internal FAQs for 

your organization to help employees 
understand the COVID-19 vaccination 
process. 

This document could include details on the specific 
process for employees to schedule and receive the 
COVID-19 vaccine, determining if eligible 
employees/individuals should pre-register in CVMS 
or register upon arriving to receive the vaccine, 
timing on when the COVID-19 vaccine is expected to 
be received, where to go to learn more about the 
COVID-19 vaccines, and your organization’s policy 
or expectations on employees getting the COVID-19 
vaccine. 

https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Vaccine%20Administration%20User%20Guide%20.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Vaccine%20Administration%20User%20Guide%20.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Vaccine%20Administration%20User%20Guide%20.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Vaccine%20Administration%20User%20Guide%20.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Vaccine%20Administration%20User%20Guide%20.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Viewing%20Proof%20of%20Vaccination%20User%20Guide.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Viewing%20Proof%20of%20Vaccination%20User%20Guide.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Viewing%20Proof%20of%20Vaccination%20User%20Guide.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Viewing%20Proof%20of%20Vaccination%20User%20Guide.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Viewing%20Proof%20of%20Vaccination%20User%20Guide.pptx
https://www.cdc.gov/vaccinesafety/ensuringsafety/monitoring/vaers/index.html
https://www.cdc.gov/vaccinesafety/ensuringsafety/monitoring/vaers/index.html
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☐ 
11. Develop and distribute communications 

to identified employees or individuals 
that were uploaded into CVMS on the 
process, timing, and logistics to receive 
the COVID-19 vaccine (two doses). 

Communications could provide the identified 
employees or individuals the following key points: 

1. They were identified by the organization as 
being eligible for inclusion in the first Priority 
Tier to receive the COVID-19 vaccine. 

2. Their name and email address were 
uploaded into the State of North Carolina’s 
COVID-19 Vaccine Management System 
(CVMS). 

3. They will receive an email from CVMS with 
instructions on how to complete their 
registration to receive the COVID-19 vaccine. 

4. They will receive additional details on when 
and where they should go to receive the two 
doses of the COVID-19 vaccine once the 
vaccines are received by the organization. 

5. Where they can view any developed FAQs or 
other resources related to the COVID-19 
vaccination program. 

Who they can contact within the organization with any 
questions related to the COVID-19 vaccination 
program. 

 
Vaccine Administration Preparation: 
 

 Action Item Supporting Information 

☐ 
12. Determine process for prioritizing and 

scheduling employees or individuals to 
receive the COVID-19 vaccine (two 
doses) and logistics on where 
employees or individuals will need to go 
to receive the COVID-19 vaccine. 

The Pfizer and Moderna COVID-19 vaccines require 
two doses. The minimum number of days between 
the first and second dose is expected to be 21 
calendar days for the Pfizer vaccine and 28 calendar 
days for the Moderna vaccine. 

☐ 
13. Enrolled HCP Organization Only: 

Understand how to view status of 
COVID-19 vaccine shipments to your 
organization in CVMS. 

Training materials for shipment handling can be found 
at the link below: 
  
https://immunize.nc.gov/providers/ncip/training/CVM
S%20Provider%20Portal% 
 
20Receiving%20and%20Processing%20Vaccine%2
0Shipments%20User%20 
 Guide.pptx 
 

 Action Item Supporting Information 

☒ 
14. Enrolled HCP Organization Only: If 

storing the Pfizer vaccine in an ultra-cold 
freezer, ensure proper equipment and 
processes are being used (non-
exhaustive list):  

a. Freezer must hold vaccine at a 
temperature of -80°C to -60°C (-
112°F to -76°F) 

b. Use a Digital Data Logger (DDL) 
for temperature monitoring 

Please see Appendix C for information on storing 
the Pfizer vaccine. 
  
https://www.cdc.gov/vaccines/hcp/admin/storag
e/toolkit/index.html 

https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Receiving%20and%20Processing%20Vaccine%20Shipments%20User%20Guide.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Receiving%20and%20Processing%20Vaccine%20Shipments%20User%20Guide.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Receiving%20and%20Processing%20Vaccine%20Shipments%20User%20Guide.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Receiving%20and%20Processing%20Vaccine%20Shipments%20User%20Guide.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Receiving%20and%20Processing%20Vaccine%20Shipments%20User%20Guide.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Receiving%20and%20Processing%20Vaccine%20Shipments%20User%20Guide.pptx
https://immunize.nc.gov/providers/ncip/training/CVMS%20Provider%20Portal%20Receiving%20and%20Processing%20Vaccine%20Shipments%20User%20Guide.pptx
https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit/index.html
https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit/index.html
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c. For accurate ultra-cold 
temperature monitoring, it is 
essential to use an air-probe as 
opposed to pure propylene glycol 

d. Ensure the DDL has an alarm for 
out of range temperatures, low 
battery alarm, and displays 
current/min/max temperatures 

e. Ensure DDL has current and valid 
certificate of calibration  

☐ 
15. Enrolled HCP Organization Only: If 

storing the Pfizer vaccine in an ultra-cold 
freezer, ensure capacity. Each tray 
contains 195 vials and is roughly 
9”x9”x1.6” inches. 

  
  

☐ 
16. Enrolled HCP Organizations Only: If 

storing the Pfizer vaccine in dry-ice, 
ensure proper equipment and processes 
are being used (non-exhaustive list):  

a. Locate a dry-ice vendor  
b. Create an account with the 

identified Dry-Ice vendor  
c. Discuss and coordinate antic 

pated needs with the dry-ice 
vendor  

Please see Appendix C for information on storing 
the Pfizer vaccine. 
  
https://www.cdc.gov/vaccines/hcp/admin/storage/too
lkit/index.html 

 Action Item Supporting Information 

☐ 
17. Enrolled HCP Organization Only: 

Obtain copy of Emergency Use 
Authorization Fact Sheet for each 
COVID-19 vaccine product your 
organization receives and establish 
process to provide a printed copy of this 
document to each recipient prior to 
administration of the vaccine (both first 
and second dose). 

Link to the Emergency Use Authorization Fact 
Sheet can be sound in the link below: 
  
https://www.fda.gov/emergency-preparedness-
and-response/coronavirus-disease-2019-covid-
19/pfizer-biontech-covid-19-vaccine 

☐ 
18. Enrolled HCP Organization Only: 

Establish process to provide a printed 
copy of the v-safe Information Sheet to 
each recipient after administration of the 
COVID-19 vaccine (both first and second 
dose) to support adverse effect 
monitoring. 

Please see the Appendix D for the v-safe 
Information Sheet. 

 
 

https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit/index.html
https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit/index.html
https://urldefense.com/v3/__https:/t.emailupdates.cdc.gov/r/?id=h3782c52d*2C12cafe53*2C12cbecb9&ACSTrackingID=USCDC_11_30-DM44580&ACSTrackingLabel=Vaccine*20Code*20Set*20Release*20Notes*2012*2F14*2F2020&s=ATCxeIR2wEaziP14H4uNn7SkZkmFJ_jVTu7xSomK-OM__;JSUlJSUlJSUl!!HYmSToo!JU_nuW_CaDO3jlcLyI4B9hzRo5ORxgNyAWkLTeYHK_elaIpTNh9i-FLJpACZL5zhmrlwEA$
https://urldefense.com/v3/__https:/t.emailupdates.cdc.gov/r/?id=h3782c52d*2C12cafe53*2C12cbecb9&ACSTrackingID=USCDC_11_30-DM44580&ACSTrackingLabel=Vaccine*20Code*20Set*20Release*20Notes*2012*2F14*2F2020&s=ATCxeIR2wEaziP14H4uNn7SkZkmFJ_jVTu7xSomK-OM__;JSUlJSUlJSUl!!HYmSToo!JU_nuW_CaDO3jlcLyI4B9hzRo5ORxgNyAWkLTeYHK_elaIpTNh9i-FLJpACZL5zhmrlwEA$
https://urldefense.com/v3/__https:/t.emailupdates.cdc.gov/r/?id=h3782c52d*2C12cafe53*2C12cbecb9&ACSTrackingID=USCDC_11_30-DM44580&ACSTrackingLabel=Vaccine*20Code*20Set*20Release*20Notes*2012*2F14*2F2020&s=ATCxeIR2wEaziP14H4uNn7SkZkmFJ_jVTu7xSomK-OM__;JSUlJSUlJSUl!!HYmSToo!JU_nuW_CaDO3jlcLyI4B9hzRo5ORxgNyAWkLTeYHK_elaIpTNh9i-FLJpACZL5zhmrlwEA$


COVID-19 Vaccine LHD Toolkit 

 119 

Appendix 9 – Immunizations for Children and Adolescents: FAQ about NC Law 
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Appendix 10 – Pfizer Storage and Handling Checklist 
As of 12/10/2020 
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Appendix 11 – Pfizer Storage and Handling Overview 
As of 12/06/2020 
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Appendix 12 – Bulk upload template 
 

Recipient Bulk 

Upload - ORG.xlsx  
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Appendix 13 – EUA Fact Sheet for Recipients and Caregivers – Moderna 
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Appendix 14 – EUA Fact Sheet for Providers – Moderna 
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Appendix 15 – Storage and Handling Overview Moderna  
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Appendix 16 - Sample/Template LHD Standing Order for Moderna COVID-19 Vaccine & 

Pfizer-BioN Tech COVID-19 Vaccine 
 

Sample/Template LHD Standing Order for Moderna COVID-19 Vaccine 

 

This Standing Order (SO) is for Registered Nurses (RN’s) and Licensed Practical Nurses (LPN’s) functioning 

as vaccination providers and practicing in local health departments in North Carolina to administer Moderna 

COVID-19 Vaccine authorized by the FDA through an Emergency Use Authorization (EUA) in accordance with 

the current Phase of Vaccination and conditions of this order.   

 

COVID-19 Testing 

Condition or 
Situation  

Patients (recipients of vaccine), 18 years of age and older, who present requesting 
and consent to Moderna COVID-19 Vaccine and who meet the vaccination criteria in 
the current Phase of Vaccination or any of the previous phases and have legal and 
decisional capacity to consent to the vaccine. 

Assessment Criteria 

Assessment 
Criteria 

Patients shall be vaccinated with Moderna COVID-19 Vaccine based on: 
1. the conditions of this order 
2. no history of complete 2-dose COVID-19 vaccination, regardless of brand.  
3. meeting at least one of the criteria listed in the vaccination priority criteria 

defined by the current Phase of Vaccination or any previous phases indicated 
at https://covid19.ncdhhs.gov/vaccines.  

Plan of Care 

Actions 1. Patient Education and Data Collection 

a. Prior to patients receiving the Moderna COVID-19 Vaccine, the nurse shall 

i. Communicate to the recipient or their caregiver information consistent with 

the Fact Sheet for Recipients and Caregivers (and provide a copy or direct 

the individual to the website www.modernatx.com/covid19vaccine-eua to 

obtain the Fact Sheet) prior to the individual receiving the Moderna 

COVID-19 Vaccine.  Note: Providers need to ensure the most current 

version of this document by visiting 

https://www.modernatx.com/covid19vaccine-eua/.  Information 

communicated must include: 

• FDA has authorized the emergency use of the Moderna COVID-19 

Vaccine, which is not an FDA-approved vaccine.  

• The recipient or their caregiver has the option to accept or refuse the 

Moderna COVID-19 Vaccine.  

• The significant known and potential risks and benefits of the Moderna 

COVID-19 Vaccine, and the extent to which such risks and benefits are 

unknown.  

• Information about available alternative vaccines and the risks and 

benefits of those alternatives 

ii. Providers should counsel Moderna COVID-19 vaccine recipients about 

expected local and systemic reactions. 

iii. Provide anticipatory guidance regarding vaccination to the patient, which at 

a minimum shall include where, how, and when to obtain the second 

COVID-19 vaccination. 

https://covid19.ncdhhs.gov/vaccines
http://www.modernatx.com/covid19vaccine-eua
https://www.modernatx.com/covid19vaccine-eua/
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2. COVID-19 Pre-Vaccination Procedures 

a. Review Contraindications for Use of this Order section of this standing 

order before administering the COVID-19 vaccine. 

b. Instruct patients with bleeding disorders or who take blood thinners to 
consult with their medical provider who is familiar with their bleeding risk to 
determine if the patient can receive an intramuscular injection with 
reasonable safety.  Once the patient presents written documentation that 
the patient’s medical provider advises that the patient can receive the 
vaccine, administer the vaccine using a 23 gauge or smaller caliber needle, 
followed by firm pressure on the site, without rubbing, for at least 2 
minutes. 

c. Instruct patients who have received passive antibody therapy as treatment 
for COVID-19 that as a precautionary measure to avoid interference of the 
antibody treatment with vaccine-induced immune responses, COVID-19 
vaccination will be deferred for at least 90 days.   

d. Instruct patients who are immunocompromised that the vaccine might be 
less effective than in someone who is immunocompetent. 

e. Instruct patients who are pregnant or lactating that these conditions are not 

contraindications to the current COVID-19 vaccine and may choose to get 

vaccinated.  Available data on Moderna COVID-19 Vaccine administered to 

pregnant women are insufficient to inform vaccine-associated risks in 

pregnancy.  Encourage women who are pregnant and receive the vaccine 

to Women who are vaccinated with Moderna COVID-19 Vaccine during 

pregnancy to enroll in the Pregnancy Exposure Registry by calling 1-866- 

MODERNA (1-866-663-3762).  Data are not available to assess the effects 

of Moderna COVID-19 Vaccine on the breastfed infant or on milk 

production/excretion.  

f. Consent must be obtained from the patient or the patient's legally 

authorized representative. North Carolina, G.S. 90-21.5 authorizes a 

physician to accept the consent of a minor for medical health services for 

the prevention, diagnosis, or treatment of reportable communicable 

diseases. The statute states that any minor may give effective consent for 

the services described in the law. However, any given minor must still have 

the decisional capacity to consent. 

g. Don appropriate personal protective equipment (PPE) per Universal 

Precautions and to protect against the transmission of COVID-19. 

3. COVID-19 Vaccination Administration Procedures 

a. See the Dosage and Administration sections of the current Fact Sheet for 

Healthcare Providers Administering Vaccine for instructions for preparation 

and administration. This Fact Sheet may be updated as needed. For the 

most recent Fact Sheet, please see 

www.modernatx.com/covid19vaccineeua . 

b. Provide a vaccination card to the recipient or their caregiver with the date 

when the recipient needs to return for the second dose of Moderna COVID-

19 Vaccine. 

c. Ensure that all Mandatory Requirements for Moderna COVID-19 Vaccine 

Administration Under Emergency Use Authorization as indicated in the 

Fact Sheet for Healthcare Providers Administering Vaccine are met. 

d. Provide the v-safe information sheet to vaccine recipients/caregivers and 

encourage vaccine recipients to participate in v-safe. 

http://www.modernatx.com/covid19vaccineeua
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e. The Moderna COVID-19 Vaccine is administered intramuscularly as a 

series of two doses (0.5mL each) 1 month apart.  

f. If the recipient has received one (1) previous Moderna COVID-19 Vaccine 

dose, the second dose of the same brand shall be administered. 

g. There is no information on the use of the Moderna COVID-19 Vaccine with 

other vaccines.  Consult the medical provider for further orders. The 

vaccine series should be administered alone, with a minimum interval of 14 

days before or after administration with any other vaccines. If mRNA 

COVID-19 vaccines are inadvertently administered within 14 days of 

another vaccine, doses do not need to be repeated for either vaccine. 

h. Patients with allergic reactions, including severe allergic reactions, NOT 

related to vaccines or injectable therapies (e.g., food, pet, venom, 

environmental, or latex allergies; oral medications) are NOT a 

contraindication or precaution to vaccination with currently authorized 

COVID-19 vaccine. CDC considers a history of severe allergic reaction 

(e.g., anaphylaxis) to any other vaccine or injectable therapy (e.g., 

intramuscular, intravenous, or subcutaneous) as a precaution but not a 

contraindication to vaccination. Individuals who have had severe allergic 

reactions to something, regardless of cause, shall be monitored for 30 

minutes post COVID-19 vaccination.  All other patients shall be monitored 

for 15 minutes post COVID-19 vaccination.  See Contraindications for 

Use of this Order section below for contraindications regarding severe 

allergic reaction (e.g., anaphylaxis) to a previous dose of Moderna COVID-19 

Vaccine or to any component of the vaccine. 

i. Document each patient’s vaccine administration information in the patient’s 

medical record and the COVID-19 Vaccine Management System (CVMS) 

following systems: 

• Medical Record: Within 24 hours of administering the vaccine, 

document pertinent patient history (including the Pre-Vaccination Form 

and consent), the date of administration, manufacturer, lot number, 

vaccination site and route, name, and title of the person administering 

the vaccine.  Provide patient with a copy of their vaccination 

information: date of vaccination, product name/manufacturer, lot 

number, and name/location of the administering clinic or healthcare 

professional. 

• CVMS: Document within 24 hours after vaccine administration per 

system guidelines found at https://immunize.nc.gov/providers/covid-

19training.htm . 

j. Follow vaccine storage and handling, dosing, and administration required 

by the manufacturer. 

Follow-up Follow up 

1. Nurses administering Moderna COVID-19 Vaccine must report the following 

information associated with the administration of the vaccine in 

accordance with the Fact Sheet for Healthcare Providers Administering Vaccine: 

• Vaccine administration errors, whether associated with an adverse event or not 

• Serious adverse events (irrespective of attribution to vaccination) 

• Cases of Multisystem inflammatory syndrome in adults   

• Cases of COVID-19 that result in hospitalization or death 

https://immunize.nc.gov/providers/covid-19training.htm
https://immunize.nc.gov/providers/covid-19training.htm
https://www.cdc.gov/mis-c/mis-a.html
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Complete and submit reports to Vaccine Adverse Event Reporting System 

(VAERS) online at https://vaers.hhs.gov/reportevent.html or by calling 1-800-822-

7967. The VAERS reports must include the words “Moderna COVID-19 Vaccine 

EUA” in the description section of the report. 

2. Nurses are required to follow the instructions in the letter issued by the Food and 

Drug Administration (FDA) Emergency Use Authorization (EUA) for emergency 

use of Moderna COVID-19 Vaccine for the prevention of Coronavirus Disease 

2019 (COVID-19) for individuals 18 years of age and older. 

Contraindications 
for Use of this 
Order  

Do not give this vaccine if the following contraindication is present: 

• Severe allergic reaction (e.g., anaphylaxis) to a previous dose of Moderna COVID-19 

Vaccine or to any component of the vaccine. 

Criteria or 
Circumstances 
for Notifying 
Medical Provider  

1. Allergic reaction: Call 911, implement medical emergency protocols and 
immediately notify the medical provider from the organization providing clinical 
supervision of the vaccination site/service. 

2. Notify the medical provider if a patient has a moderate or severe acute illness, 
has a current COVID-19 infection, or is unaware of the COVID vaccine that 
they previously received. 

3. Notify the medical provider if patient findings and/or conditions do not align with 
the instructions defined under, Plan of Care/Actions/2b.iii above. 

4. Notify the Medical Provider from the organization providing clinical supervision 
of the vaccination site/service at any time there are questions or problems with 
carrying out this SO. 

 

Approved by: __________________________________ Date Approved: ______________  

 

Effective Date: ____________ 

 

Expiration Date: This standing order shall remain in force and effect for the duration of the state of emergency 

declared under Executive Order 116 unless otherwise modified, rescinded, or replaced. 

 

Legal Authority:    

• Nursing Practice Act, N.C. General Statutes 90-171.20 (7)(f)(h)(i) & (8)(c)(c1.)(e.)(f.) 
 

 

 

Sample Standing order for Pfizer-BioNTech COVID-19 Vaccine 

https://www.ncleg.gov/EnactedLegislation/Statutes/PDF/ByArticle/Chapter_90/Article_9A.pdf%5d/
https://www.ncleg.gov/EnactedLegislation/Statutes/PDF/ByArticle/Chapter_90/Article_9A.pdf%5d/
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Associated Resources and Guidelines: 

• NCDHHS COVID-19 Vaccine Plan 

• Consent to Health Care for Minors Children: Overview of NC Law (Jill Moore, 2016) 

• December 18, 2020 FDA Letter of Authorization - Food and Drug Administration (FDA) issued an 
Emergency Use Authorization (EUA) for Emergency Use of Moderna COVID‑19 Vaccine 

https://covid19.ncdhhs.gov/vaccines
https://www.sog.unc.edu/sites/www.sog.unc.edu/files/doc_warehouse/Consent%20to%20Medical%20Treatment%20for%20Minor%20Children%20%28updated%20May%202016%29.pdf
https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/moderna-covid-19-vaccine
https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/moderna-covid-19-vaccine
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• Fact Sheet for Healthcare Providers Administering Vaccine (Vaccination Providers) Emergency Use 

Authorization (EUA) of the Moderna Covid-19 Vaccine to Prevent Coronavirus Disease 2019 (COVID-

19)  

• Fact Sheet for Recipients and Caregivers - Emergency Use Authorization (EUA) of the Moderna Covid-

19 Vaccine to Prevent Coronavirus Disease 2019 (Covid-19) In Individuals 18 Years of Age and Older  

• The Advisory Committee on Immunization Practices’ Interim Recommendation for Use of Moderna 

COVID-19 Vaccine — United States, December 2020 

• Interim Clinical Considerations for Use of mRNA COVID-19 Vaccines Currently Authorized in the 

United States 

https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/moderna-covid-19-vaccine
https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/moderna-covid-19-vaccine
https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/moderna-covid-19-vaccine
https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/moderna-covid-19-vaccine
https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/moderna-covid-19-vaccine
https://www.cdc.gov/mmwr/volumes/69/wr/mm695152e1.htm?s_cid=mm695152e1_w
https://www.cdc.gov/mmwr/volumes/69/wr/mm695152e1.htm?s_cid=mm695152e1_w
https://www.cdc.gov/vaccines/covid-19/info-by-product/clinical-considerations.html?CDC_AA_refVal=https%3A%2F%2Fwww.cdc.gov%2Fvaccines%2Fcovid-19%2Finfo-by-product%2Fpfizer%2Fclinical-considerations.html
https://www.cdc.gov/vaccines/covid-19/info-by-product/clinical-considerations.html?CDC_AA_refVal=https%3A%2F%2Fwww.cdc.gov%2Fvaccines%2Fcovid-19%2Finfo-by-product%2Fpfizer%2Fclinical-considerations.html
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Appendix 17 – FDA Letter of Authorization for Moderna 
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Appendix 18 – Moderna Standing Order 
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Appendix 19 - Pfizer Standing Order 
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Appendix 20 – CDC Pre-Vaccination Checklist English and Spanish Version for COVID-19 

Vaccines  
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Appendix 21 – COVID-19 Vaccine Temperature Log Celsius 
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Appendix 22 – COVID-19 Vaccine Temperature Log Fahrenheit  
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Appendix 23 – Recipient Portal Username  
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Appendix 24 - CVMS Recipient Portal Reset Password Job Aid 
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Appendix 25 - CVMS Offline Appointment Scheduling User Guide 
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Appendix 26 DEEPER DIVE:  Group 1. Health Care Workers & Long-Term Care Staff and 

Residents 

 



COVID-19 Vaccine LHD Toolkit 

 228 
 



COVID-19 Vaccine LHD Toolkit 

 229 

 



COVID-19 Vaccine LHD Toolkit 

 230 

 

 

Appendix 27 DEEPER DIVE:  Group 2 – Older Adults 
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Appendix 28 Medical Management of Vaccine Reactions in Adults in a Community Setting 
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Appendix 29 FACT SHEET:  Pfizer-BioNTech  
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Appendix 30 FACT SHEET:  Moderna 
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Appendix 31 Combined Pfizer-BioNTech and Moderna COVID-19 Standing Order Template 
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