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It's only day 2 of week 2
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NC COVID-19 Vaccination Plan: Vision of Success

All North Carolinians have equitable access to vaccines

Vaccine planning and distribution is inclusive; actively engages state and local government, 
public and private partners; and draws upon the experience and expertise of leaders from 
historically marginalized populations

Transparent, accurate, and frequent public communications is essential to building trust

Data is used to promote equity, track progress and guide decision-making

Appropriate stewardship of resources and continuous evaluation 
and improvement drive successful implementation

GUIDING PRINCIPLES

GOAL

Immunize every person living in North Carolina who is eligible and wants to receive a COVID-19 vaccine
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Agenda

Update on Vaccines data and authorization

Prioritization 

Questions

Logistics of accessing vaccine

Provider Enrollment and CVMS

Data Dashboard
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Pfizer Vaccine ïData Brief

Enrollment
Å Phase 3 trial concluded - 43,000 participants, 42% with diverse backgrounds

Å 16 - 85 years, 46% with co-morbidities (e.g., cancer, heart disease, lung disease,

diabetes, obesity, hypertension)

Efficacy Data

Å 95% effectiveness in preventing illness, 7 days after second dose.

Å 162/170 cases were in placebo group, 9/10 severe cases were in placebo group

Å Uniform effectiveness across age, co-morbidity, demographic groups

Å No waning of protection for at least 2 months after second doses

Å Did not look at data on if a vaccinated person can carry/transmit the virus

Authorization
Å Applied for EUA 11/20/20, FDA Advisory Committee endorsed12/10/20

Å FDA EUA 12/11/20, ACIP recommendation 12/12/20 ï16 years and up

Storage
Å Requires ultra-cold storage (-75 degrees Celsius).

Å Permanent or shipping container refill with dry ice every 5 days up 30 days. 5 days at refrigerated temps

Dosing
Å 2-full dose schedule; 21 days apart (17-21 days), some protection starts 14 days after 1st dose,

Å Insufficient data to determine protection of 1 dose because almost all got a second dose

Type of 

Vaccine

Å mRNA technology from the coronavirusôs own genes. Tiny piece of genetic material that instructs people's cells 

make 1 viral protein (spike protein) that triggers immune system to produce antibodies against the COVID 

virus. mRNA is degraded quickly by normal cellular processes. mRNA technology has been developing for 

past 2-3 years for other viruses

Safety

Å No reports of serious safety during clinical trials. Temporary reactions (e.g., soreness at site, fatigue, 

headache, fever) noted 24-48 hours after vaccination, lasts 1-2 days, more after second dose, less with people 

over 55.

Asian4%

Black
10%

Hispanic/Latin
X

26%White
59%

All others1%



Symptom 18-55 year olds > 55 years

Dose 1 Dose 2 Dose 1 Dose 2

Local reaction

Pain at site 83% 78% 71% 66%

Redness at site 5% 6% 5% 7%

Swelling at site 6% 6% 7% 8%

Systemic

Fatigue 47% 59% 34% 51%

Headache 42% 52% 25% 39%

Muscle pain 21% 37% 14% 29%

Chills 14% 35% 6% 23%

Diarrhea 11% 10% 8% 8%

Joint pain 11% 22% 9% 19%

Fever 3.7% 16% 1.4% 11%

Vomiting 1% 2% 0.5% 0.7%

7

FREQUENCY OF TEMPORARY REACTIONS IN CLINICAL TRIALS BY DOSE AND AGE
GROUP, MORE WITH SECOND DOSE, LESS WITH OLDER PEOPLE

3/15,000 people receiving vaccine outside of clinical trial had a severe allergic reaction
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Moderna Vaccine

Enrollment

Å Phase 3 trial concluded included 30,000 adult participants

Å 37% with diverse backgrounds.

Å 27% with co-morbidities 

Å (e.g., diabetes, heart disease, lung disease, obesity)

Preliminary 

Efficacy Data

Å 94.1% effectiveness in preventing illness, 14 days after second dose.

Å 185/196 cases were in placebo group

Å 30/30 severe cases were in placebo group

Å 95.5% effective 18-<65, 86.4% effective > 65

Å Lasts at least 90 days after 2nd dose

Timing of EUA
Å Applied for EUA 11/30 

Å FDA External Advisory Board Recommended Dec 17th

Å Expect decision on FDA EUA 12/18/20, ACIP recommendation 12/19 ï18 years and up

Temperature and 

Storage

Å Requires storage at -20 degrees Celsius (similar to the chickenpox vaccine) for up to 6 months.

Å Lasts up to 30 days at refrigerated temperatures.

Dosing
Å 2-dose schedule

Å Administered 28 days apart (24-28 days).

Type of Vaccine Å mRNA technology

Safety
Å No reports of serious safety concerns. Temporary reactions (e.g., fever, soreness at site of injection, 

fatigue) noted 24-48 hours after vaccination, more after second dose. There were no anaphylactic or 

severe hypersensitivity reactions with close temporal relation to the vaccine.
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Symptom 18-<64 year olds > 55 years

Dose 1 Dose 2 Dose 1 Dose 2

Local reaction

Pain at site 87% 90% 74% 83%

Redness at site 3% 9% 2% 7%

Swelling at site 7% 13% 4% 11%

Systemic

Fatigue 39% 68% 34% 51%

Headache 35% 63% 25% 46%

Muscle pain 24% 6% 20% 47%

Chills 9% 48% 5% 31%

Diarrhea 11% 10% 8% 8%

Joint pain 17% 45% 17% 35%

Fever 1% 17% 0.3% 10%

Nausea/Vomiting 10% 21% 5% 12%

MODERNA - FREQUENCY OF TEMPORARY REACTIONS IN CLINICAL TRIALS BY
DOSE AND AGE GROUP, MORE WITH SECOND DOSE, LESS WITH OLDER PEOPLE
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ÅCases of Bellôs Palsy reported in both Pfizer (4 in vaccine group/0 in placebo) and Moderna (3 in vaccine 

group, 1 in placebo) clinical trials

ÅNot above frequency expected in general population

ÅFDA has not concluded that cases were causally related to vaccination

ÅPost-authorization safety surveillance will be important, Any occurrence of Bellôs Palsy should be reported to 

VAERS

ÅPersons with h/o Bellôs Palsy may receive an mRNA vaccine

ÅNo cases of Guillain-Barre syndrome in either Pfizer or Moderna clinical trials

NEUROLOGIC CONDITIONS: BELLôS PALSY & GBS
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INGREDIENTS

Neither of the Pfizer-BioNTech or Moderna COVID-19 vaccines contains preservatives.



Per EUA Contraindications

ÅDo not administer to individuals with known history of a severe allergic  reaction (e.g., anaphylaxis) to any component of the Pfizer-BioNTech

or the Moderna COVID-19 Vaccine

Per CDC ACIP Precaution

ÅA history of severe allergic reaction (e.g., anaphylaxis) to any other vaccine or injectable therapy (e.g., intramuscular, intravenous, or 

subcutaneous) is a precaution but not a contraindication to vaccination for both the Pfizer-BioNTech and Moderna COVID-19 vaccines (as 

these vaccines contain ingredients in common). 

ÅThese persons may still receive mRNA COVID-19 vaccination, but they should be counseled about the unknown risks of developing a severe 

allergic reaction and balance these risks against the benefits of vaccination.

ÅA history of mild allergic reaction to a vaccine or injectable therapy, such as localized urticaria alone without signs or symptoms of 

anaphylaxis, is not a contraindication or precaution to vaccination with either mRNA COVID-19 vaccine. 

ÅAllergic reactions (including severe allergic reactions) not related to vaccines or injectable therapies (e.g., food, pet, venom, or environmental 

allergies; allergies to oral medications [including the oral equivalents of injectable medications]) are not a contraindication or precaution to 

vaccination with either mRNA COVID-19 vaccine. 

ÅThe vial stoppers of these mRNA vaccines are not made with natural rubber latex, and there is no contraindication or precaution to 

vaccination for persons with a latex allergy.

ÅVaccine providers should observe patients after vaccination to monitor for the occurrence of immediate adverse reactions:

ÅPersons with a history of anaphylaxis: 30 minutes

ÅAll other persons: 15 mins

12

PRECAUTIONS - ALLERGIES



ÅPersons with underlying medical conditions or immunocompromised persons

ÅVaccine may be administered to persons with underlying medical conditions or who are 

immunocompromised who have no contraindications to vaccination

ÅPersons with HIV infection, other immunocompromising conditions, or who take immunosuppressive 

medications or therapies might be at increased risk for severe COVID-19 and may still receive COVID-19 

vaccine unless otherwise contraindicated

ÅPersons who previously received passive antibody therapy for COVID-19

ÅCurrently no data on safety or efficacy of COVID-19 vaccination in persons who received monoclonal 

antibodies or convalescent plasma as part of COVID-19 treatment

ÅVaccination should be deferred for at least 90 days to avoid interference of the treatment with vaccine-

induced immune responses

13

Special Population Considerations
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Special Population Considerations for Moderna & Pfizer

https://www.cdc.gov/vaccines/covid-19/info-by-product/clinical-considerations.html

https://www.cdc.gov/vaccines/covid-19/info-by-product/clinical-considerations.html
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ÅNot interchangeable

ÅBoth doses administered intramuscularly:

ðSecond doses administered within a grace period of Ò4 days from the recommended date for the second 

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

ðThe 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.

ÅCo-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.

FOR BOTH PFIZER AND MODERNA
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ÅDuration of Immunity: 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.

ÅVaccination should be offered to persons regardless of history of prior symptomatic or asymptomatic 

SARS-CoV-2  infection

ðVaccination should be deferred until recovery from acute illness and criteria have been met to discontinue

isolation

ðNo minimal 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

ðNo COVID test recommended prior to vaccination

FOR BOTH PFIZER AND MODERNA



MORE FROM FDA EUA ïCONSENT

ÅDue to the FDA Emergency Use Authorization, written informed consent as part of participation in
an investigational vaccine development process is no longerrequired.

ÅPer the EUA, the vaccination provider, must communicate to the recipient or their caregiver,
information consistent with the άCŀŎǘ Sheet for Recipients and Caregiversέ (and provide a copy 
or direct the individual to the website www.cvdvaccine.comto obtain the Fact Sheet) prior to 
the individual receiving COVID-19 Vaccine

ÅConsent must be obtained prior to vaccination, but that consent can be verbal orwritten.

17

http://www.cvdvaccine.com/
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Helpful Links

× Pfizer Website

× Pfizer data briefing document for FDAïResult of Phase 3 of clinical trials

× Full Pfizer-BioNTech COVID-19 Vaccine EUA Letter of Authorization

× Pfizer Fact Sheet for Healthcare Providers Administering Vaccine (Vaccine Providers)

× Pfizer Fact Sheet for Recipients and Caregivers

× The Advisory Committee on Immunization Practicesô Interim Recommendation for Use of Pfizer-BioNTech COVID-19 

Vaccine

× Moderna data briefing document for FDA ïResults of Phase 3 clinical trials

× Moderna COVID-19 Vaccine EUA Letter of Authorization

× The Advisory Committee on Immunization Practicesô Interim Recommendation for Use of Moderna COVID-19 Vaccine

× Moderna Fact Sheet for Healthcare Providers Administering Vaccine (Vaccine Providers)

× Moderna Fact Sheet for Recipients and Caregivers

× Interim Clinical Considerations for Use of mRNA COVID-19 Vaccines Currently Authorized in the US

× CDCs COVID-19 Vaccination Communication Toolkit for Medical Center, Clinics, and Clinicians

Helpful Links

https://www.cvdvaccine.com/
https://www.fda.gov/media/144245/download
https://www.fda.gov/media/144412/download
https://www.fda.gov/media/144413/download
https://www.fda.gov/media/144414/download
https://www.cdc.gov/mmwr/volumes/69/wr/mm6950e2.htm?s_cid=mm6950e2_e&ACSTrackingID=USCDC_921-DM44546&ACSTrackingLabel=MMWR%20Early%20Release%20-%20Vol.%2069%2C%20December%2013%2C%202020&deliveryName=USCDC_921-DM44546
https://www.fda.gov/media/144434/download
https://www.fda.gov/media/144636/download
https://www.fda.gov/media/144636/download
https://www.cdc.gov/mmwr/volumes/69/wr/mm695152e1.htm?s_cid=mm695152e1_w
https://www.fda.gov/media/144637/download
https://www.fda.gov/media/144638/download
https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/clinical-considerations.html?CDC_AA_refVal=https%3A%2F%2Fwww.cdc.gov%2Fvaccines%2Fcovid-19%2Finfo-by-manufacturer%2Fpfizer%2Fclinical-considerations.html
https://www.cdc.gov/vaccines/covid-19/health-systems-communication-toolkit.html
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CMS Payment Toolkit Information ïReimbursement Landscape

Provider agreement language updated to reflect that the vaccine must be provided at no cost to recipient;

Vaccine cost covered by federal government; administrative costs covered by Medicare, Medicaid, and commercial insurance; HRSA
will reimburse providers for COVID-19 vaccines administered to uninsured individuals.

Medicaid

ÁAs long as a state is
claiming enhanced Medicaid  
match as part of the Public  
Health Emergency, the state  
must cover, without cost  
sharing, άŀƴȅ testing services  
and treatments for COVID-19,
including ǾŀŎŎƛƴŜǎΤέ thisextends
to vaccines authorized viaEUA.

First dose$16.94

Second dose$28.39

Medicare

ÁThe CARES Act mandated that  
Medicare Part B cover a COVID-19  
vaccine without any cost sharing in  
cases where άǎǳŎƘ vaccine is  
licensed under section 351 of the  
Public Health Service !ŎǘέΤ a vaccine  
authorized by an EUA would not  
meet this standard.

ÁTo address this gap, CMS announced 
a new rule on October 28th  

guaranteeing Medicare coverage for  
a vaccine approved via EUA; this  
guarantee applies to beneficiaries  
enrolled in both traditional  
Medicare and MedicareAdvantage.

First dose $16.94  

Second dose$28.39

Uninsured

ÅHRSA will reimburse providers for  
COVID-19 vaccines administered to  
uninsured individuals, once a  
COVID-19 vaccine receives either an  
EUA or full licensure from the  
FDA.ProviderRelief
Fund (https://www.hrsa.gov/CovidU 
ninsuredClaim)

ÁConsistent with Iw{!Ωǎ prior  
guidance regarding treatment  
services, an individual with public or  
private health coverage will be 
deemedάǳƴƛƴǎǳǊŜŘέ for purposes of  
the HRSA Program if the individual  
has a form of health coverage that  
excludes vaccines (e.g., individuals  
enrolled in a limited Medicaid family  
planningprogram).

Commercial

ÁCurrent law and regulations  
require vaccines recommended  
by ACIP to be covered as an  
Essential Health Benefit without  
costsharing.

COVID-19 VaccineToolkit

https://www.cms.gov/newsroom/press-releases/trump-administration-acts-ensure-coverage-life-saving-covid-19-vaccines-therapeutics
https://www.hrsa.gov/CovidUninsuredClaim
https://www.hrsa.gov/coviduninsuredclaim/frequently-asked-questions
https://www.cms.gov/covidvax
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Phase 1a: The goal of the first phase of vaccination is 
to stabilize the health care workforce critical to caring 
for patients with COVID-19 and to protect North 
Carolinians who are at the highest risk of being 
hospitalized or dying from COVID-19. 

Goals of Phase 1 ïNext 2 months will be critical
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PREVENT HOSPITALIZATIONS AND DEATH
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Health care workers critical to caring for patients with COVID-19 at high risk for COVID-19 exposure based on 
work duties or vital to the initial COVID-19 vaccine response are included in Phase 1a.

Health care workers at high risk for exposure to COVID-19aredefined as those:
Å caring for patients with COVID-19 
Å working directly in areas where patients with COVID-19 are cared for, including staff responsible for cleaning, 

providing food service, and maintenance in those areas
Å performing procedures at high risk of aerosolization on patients with COVID-19 (e.g., intubation, 

bronchoscopy, suctioning, invasive dental procedures, invasive specimen collection, CPR)
Å handling decedents with COVID-19 

Outpatient providers who have an increased risk of exposure beyond that of a typical general outpatient setting 
should be included in in the first phase (1A).This could include outpatient providers who are focused on COVID-
19 patient evaluation, respiratory care such as respiratory diagnostic testing centers, members of a dedicated 
respiratory care team, or frequently involved in COVID-19 testing sites.Outpatient dentists or dental hygienists 
are included in Phase 1a if they meet the above criteria for outpatient providers.

Health care workersadministering vaccine in initial massvaccination clinicsare part of this first phase.

Stabilize COVID-19 Health Care Work Force ïPhase 1a
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Due to very limited supplies, vaccines were available first through a small number of hospitals. These hospitals were chosen based on bed 
capacity, health care workers, and county population. Additional hospitals and Local Health Departments have begun to receivevaccine in 
Week 2.  

LHDs, health care employers, hospitals and health systems all play a role in vaccinating health care workers in Phase 1a.

Local Health Departments are compiling lists of health care providers who are not affiliated with a hospital or health system andwho meet 
the criteria for Phase 1a. Local Health Departments will pre-ǊŜƎƛǎǘŜǊ ŜƭƛƎƛōƭŜ ƘŜŀƭǘƘ ŎŀǊŜ ǿƻǊƪŜǊǎ ƛƴ ǘƘŜ ǎǘŀǘŜΩǎ /h±L5-19 Vaccination 
Management System (CVMS) or can register eligible individuals at the time of vaccination. 

Health care employers (e.g., medical practices, hospice providers, EMS) should determine which of their employees meet the criteria of being 
at high risk for exposure to COVID-19 as defined above, meaning that they interact with or care for patients with COVID-19 or work in 
designated COVID-19 areas (e.g., cleaning). If they are not already working with their Local Health Department, health care employers should:
Å Contact their local health department to submit their list of eligible health care workers in order to pre-register employees for vaccination. 
Å Understand that the ability for Local Health Departments to schedule appointments will depend on the supply of vaccine available.
Å Know that Local Health Departments will prioritize responding to and scheduling vaccinations first for those with workers eligible for Phase 

1a and based upon vaccine availability. 

Hospitals and health systemsare compiling lists of and pre-registering their employees and affiliated staff who meet the criteria for Phase 1a. 
They also may:
Å Vaccinate non-employed or non-affiliated community-based health care workers who meet Phase 1a eligibility criteria.
Å Work with the Local Health Department to coordinate access to vaccine for non-affiliated health care workers for those they pre-register.

How do health care workers in phase 1a get their vaccine ïWork in Progress
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Localhealth departments and local hospitals have two options for 
registeringqualifyinghealth care providers in the COVID-19 Vaccine Management 
System(CVMS):

ÅPre-enter information: Upload health care worker information (e.g., name, email)into 
CVMS.Uploaded health care workerswith an email addresswill then receive 
anemailto complete their registration.At this time, the local hospital or local health 
department will notify registered, eligible health care workers about their options to 
schedule the vaccine appointment.

ÅPoint of care registration: People will be able to call and schedule and appointment or 
and arrive to a vaccination site during the appropriate prioritization phase and the site 
will be able to register them for getting a vaccine at that time, if not already registered. 

Å In future CVMS versions, people will be able to self-register in CVMS 

How do you register in CVMS for a vaccine in phase 1a? 



Long-Term Care (LTC) staff and residents

Å Long Term care staff and residents qualify in Phase 1a

Å This includes skilled nursing facilities, adult care homes, family care homes, group homes, and 

intermediate care facilities for individuals with IDD (ICF-DD), assisted living.

Å LTC facilities will be notified when vaccines will be available to be administered to staff and  
residents.

Long-Term Care (LTC) staff and residents

Å On-site in long-term care facilities in the Pharmacy Partnership for Long-Term Care Program
with  CVS and Walgreens

Å It is too late to register for the federal Long Term Pharmacy program now.

Å Those that did not enroll in the federal program can work with local health departments to get 
vaccinated.  We are also enrolling other long-term pharmacies to provide vaccinations to LTC 
facilities and exploring possibilities of mobile providers

26
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Long Term care - Phase 1a



Vaccine: Federal long-term care pharmacy program

The federal government ïin coordination with the CDC ïhas created the Pharmacy Partnership for Long-

term Care (LTC) Program in partnership with CVS and Walgreens to vaccinate those in LTC settings

Program Details

As part of this program, pharmacies will:

ÅSchedule and coordinate clinic dates with each facility

ÅOrder vaccines and associated supplies

ÅEnsure cold chain management for vaccine

ÅProvide on-site administration of vaccine including patient information and consents as needed

ÅReport required vaccination data to local, state/territorial, and federal jurisdictions within 72 hours  

of administration

Allocation will come from state allocation starting with NC's week 2 allocation

Notification of Fed  

Government to  

turn on program

Start pulling  

vaccines from  

Moderna allocation  

banks

12/21
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12/7

Start  

administering  

vaccines

12/28

KEY PROGRAM DATESLTC ENROLLMENT DASHBOARD

~498 Adult  

Care Homes  

(79%%)

427 Skilled Nursing  

Facilities  

(100%)



Phase 1b - Working to reconcile

b/Ωǎ ǇǊƻǇƻǎŜŘ tƭŀƴ ŦƻǊ tƘŀǎŜ мōACIP Recommendations

Adults with high risk of complicationsper CDC and 
staff of congregate living settings

Operationally prioritize settings based on risk of 
exposure
ÅMigrant farm and fisheries workersin congregate 

housing with 2+ Chronic Conditions* or > age 65
Å Incarcerated individualswith 2+ Chronic 

Conditions* or > age 65 and jail and prison staff
ÅHomeless shelter residentswith 2+ Chronic 

Conditions* > 65 and homeless shelter staff
ÅHealth care workersnot included in Phase 1A with 

2+ Chronic Conditions
ÅFrontline workers* with 2+ Chronic Conditions at 

high risk of exposure
ÅOther Adultswith 2+ Chronic Conditions*:

Phase1b:
ÅPersons aged> 75 years
ÅFrontline essential workers

Phase 1c:
ÅPersons aged 65-74 years
ÅPersons aged 16-64 years with high-risk medical 

conditions
ÅOther essential workers



Å Website - https://covid19.ncdhhs.gov/vaccines

ÅCommunication to providers

ÅExploring a public listservethat can notify people as we move through the phases 
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How will people know when we move through the phases?


