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Introduction: 
The purpose of this manual is to assist health center staff and medical providers in the storage, handling, administration, and reporting of the COVID 19 vaccine. This manual will be updated as new and evolving information based on CDC and NMDOH guidelines are updated, as well as when new vaccines are introduced in the United States.   

Emergency Use Authorization (EUA):
The current vaccines will be under an Emergency use Authorization to allow critical medical products that may help during a public health emergency. 
The following criteria must be met for an EUA to be issued: 
· The product will be used for a serious or life-threatening disease or condition.
· Based on the totality of scientific evidence available, it is reasonable to believe the product may be effective.
· The known and potential benefits of the product outweigh the known and potential risks of the product.
· There is no adequate FDA-approved alternative available
EUA for Healthcare providers:
The scope of authorized use is specified in the EUA fact sheet for Healthcare providers (similar packet insert for licensed vaccines)
Conditions of use require: 
· Providing the recipient/caregiver the Fact Sheet for Recipients (similar to a vaccine information statement [VIS] for licensed vaccines), which communicates vaccine benefits and risks to the recipient, via hard copy or electronic means
· Reporting vaccine administration data to CDC (done via NMSIIS in NM)
· Reporting vaccine administration errors and specified adverse events to VAERS
The EUA provider fact sheet will include the following information: 
· COVID-19 disease description
· Dosage and administration information
· Storage and handling instructions
· Dose preparation and administration information
· Requirements for use of vaccine under EUA
· Risks and benefits, including common adverse events (AEs)
· Any approved available alternatives for preventing COVID-19
· Reporting requirements, including reporting AEs to VAERS
· Additional resources
The EUA fact sheet for vaccine recipients will provide the following information: 
· Basic information on COVID-19, symptoms, and what to discuss with a healthcare provider before vaccination
· Who should and should not receive the vaccine
· That recipients have the choice to receive the vaccine
· Dosage and vaccine series information
· Risks and benefits of the vaccine, including common side effects
· Information on reporting side effects to VAERS
· An explanation of what an EUA is and why it is issued
· Any approved available alternatives for preventing COVID-19
· Additional resources














COVID 19 VACCINE PREPARDNESS
Storage and Handling of Moderna COVID-19 Vaccine
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Staff involved: Site Administrators / DON / Designated NMSIIS Clinical Support staff



Introduction: 
In this section of the manual, we will be discussing NMDOH vaccine application performed by the Department of Pharmacy and Laboratory which enrolled 32 sites to accept, distribute and administer Moderna COVID-19 vaccine, as well as the proper equipment and steps needed to store the Moderna COVID-19 vaccine once is received in our clinics. 
Additionally, we will be covering the necessary requirements each Health Center needs as immediate steps to enter all vaccine data information into the New Mexico State Immunization Information System (NMSIIS). 
Note: Site Administrators your immediate action is needed on Section 2 and active monitoring of Section 4!

SECTION 1:
[image: ]NMDOH COVID 19 VACCINE APPLICATION: 
The New Mexico Department of Health (NMDOH) is leading the State of New Mexico’s COVID-19 Vaccination Preparedness Planning in close collaboration with other state agencies including Community Health Centers. Presbyterian Medical Services has enrolled 32 clinics and all its medical providers to become eligible to receive, distribute and administer COVID 19 vaccine when it becomes available. 
Enrolled Sites: 
Alamogordo FHC, Artesia FHC, Carlsbad FHC, Catron County MC, Chaparral FHC, Counselor Clinic, Cuba HC, Deming HC, Esperanza FHC, Farmington CHC, Grants  FHC, Hobbs FHC, Loving HC, Magdalena Area HC, Mountainair FHC, Ojo Encino Clinic, Ortiz Mountain HC, Pecos Valley MC, PMS Central Office, PMS FHC, Quay County FHC, Quemado HC, Questa HC, Rio Rancho FHC, Sacramento Mountain MC, Santa Fe CGC, Santa Fe FWC, Socorro CHC, Torreon HC, Tularosa MC, WNMMG-Gallup, WNMMG-Thoreau	




SECTION 2:
NMSIIS requirements: 
As part of the tracking of the COVID 19 vaccine the state will continue to utilize NMSIIS system as it regularly does for all vaccines. It is imperative that in every Community Health Center providing COVID-19 vaccine, we have at least 2 staff trained on how to properly access and manage NMSIIS. 
NMSIIS training can be found in the following website: 
https://nmsiis.health.state.nm.us/webiznet_nm/Login.aspx?timeout=true
Please coordinate with your Site Administrator to ensure you have at least 2 staff responsible for monitoring and accessing NMSIIS. 
Refrigerator/Freezer capacity: 
Many of our health centers currently do not have capacity to store Frozen (-13° to 5°F)(-25⁰ to -15°C) Moderna COVID-19 vaccine but all have some capacity to store refrigerated Moderna COVID-19 vaccine (36° to 46°F)(2°to 8°C) 
PMS and the Department of Pharmacy and Laboratory have purchased the necessary refrigerators and freezers to ensure all clinics have capacity to properly store Moderna COVID 19 vaccines. 
In the next few weeks, the following Community Health Centers will receive a refrigerator and or a freezer to store Moderna COVID-19 vaccine: 
· Artesia Health Center
· Carlsbad Health Center
· Counselor Health Center
· Gallup Health Center
· Hobbs Health Center
· Loving Health Center
· Ojo Encino Health Center
· Sacramento Health Center
· Thoreau Health Center
· Torreon Health Center
Note: Site Administrators please ensure you have proper space to place the freezer in your medication room or secure alternate location and that temperature is within range to store the Moderna COVID-19 vaccine (ex. provider office). 
Temperature Monitoring: 
Each COVID vaccine storage unit will have a digital data logger (DDL) assigned to it.  These data loggers will be pre-set and will record the temperatures on a continuous basis.
I addition to the DDL, NMDOH requires that each storage device have paper log.  This log must be filled out DAILY and CURRENT temps must be checked and recorded TWICE a day.
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For EACH storage unit you must do the following EACH Day:
1. First thing in the morning:
a. Find the correct day of the month
b. Write your initials in the Staff Initials section and note the Exact Time
c. Record the Room Temperature 
d. Record the storage units Min and Max temperatures
e. Put an X in the row with the correct current temp (Ex. If current temp is 43.7°F, put an X in the box for 43°F)
2. Before you close for the day:
a. Find the correct day of the month
b. Put an X in the row with the correct current temp (Ex. If current temp is 43.7°F, put an X in the box for 43°F
Be sure to complete the entire form and save for a minimum of three years.
SECTION 3:
Storage and Handling of COVID 19 vaccine:
Proper vaccine storage and handling play a very crucial role regarding the Moderna COVID-19 vaccine. Failure to store and handle vaccines properly can reduce the vaccine potency that could result in inadequate immune response in patients and poor protection against disease. 
[image: ]The Moderna COVID-19 vaccine is very different than any other vaccines we receive routinely in our health centers. A cold chain is a temperature-controlled supply chain that includes all vaccine related equipment and procedures. 

Any issues with the cold chain can lead to vaccine potency loss that could result in a useless vaccine supply. 
https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit/storage-handling-toolkit.pdf

MODERNA COVID 19 VACCINE STORAGE AND HANDLING STEP GUIDE: 
Moderna vaccine does not require Ultracold storage. It is provided as a frozen suspension multidose vial containing 10 doses/vial. 
[image: ]10 DOSES

                              


Step 1:  Receiving Moderna COVID-19 vaccine 
Please follow all COVID-19 infection control protocols and wear proper PPE
DO NOT leave any vaccine shipments unattended!

a) The Moderna COVID-19 vaccine will come to your health center in a temperature-controlled container. The vaccine will arrive Frozen between -25⁰C and -15⁰C (-13⁰F and 5⁰F) 
b) You must have staff ready to receive the vaccine immediately upon delivery.
c) Staff members receiving the vaccine MUST inspect the box for any physical signs of damage and ensure the tape around the box is not compromised. 
d) If the box has no signs of damage move to next step. 
e) Open the box and remove TagAlert Temperature Monitoring from Box (placed in the inner box next to vaccine)
f) Check the TagAlert temperature monitoring device by pressing the blue “start and stop” button
a. Left arrow points to a green checkmark: The vaccine is ready to use. Store the vaccine at proper temperature immediately. 
b. Right arrow points to a red X: The numbers 1 and/or 2 will appear in the display. Store the vaccine at proper temperatures and label DO NOT USE! Call the phone number indicated in the instructions or your jurisdiction’s immunization program IMMEDIATELY!
g) Ensure appropriate vaccine type and quantities match what has been ordered (order comes with a packing list)
h) If the box and temperature monitoring device are working correctly you must add the vaccine to the vaccine receiving log and then move onto step 2.

STEP 2: Storing Moderna COVID-19 vaccine: 
a) Once the vaccine has been received, immediately transport it without agitating the box to the designated Refrigerator or Freezer unit. Note: Box can be heavy so please ensure you have a dolly cart (if available) ready to transport the vaccine safely
b) Once you have arrived at the designated Refrigerator or Freezer and BEFORE you open the box, be sure to put-on proper exam gloves to handle the Frozen vaccine 
c) Ensure your data logger in the freezer or fridge is showing the correct temperature to store the vaccine  Freezer (-13° to 5°F)(-25⁰ to -15°C), Refrigerator (36° to 46°F)(2°to 8°C) 
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The next steps must be completed within 5 minutes of opening the Moderna COVID-19 box:
d) Open the fridge or freezer latch door and ensure it remains open and you have the proper space to place the vaccine box 
e)  Open the Moderna COVID-19 vaccine shipping box carefully 
· Remove the entire box holding vaccine without agitating it
· Store the vaccine in the original manufacturer box to help protect from light
f)  Place in the designated fridge or freezer area and close the door
g) Do not place other vaccines or items in the Fridge or Freezer where possible 
· PMS purchased COVID Vaccine specific storage units for many clinics
· The door must always remain closed and 
· Only be accessed when the COVID-19 vaccine is needed
h) DO NOT store on dry ice
i) DO NOT store in Ultra Cold freezers (only 6 locations have these ULT units)
j) Congratulations, your Moderna COVID-19 vaccine has been stored following the cold chain!


STEP 3: Documenting Moderna COVID-19 vaccine in Next Gen and NMSIIS: 
A. Entering Inventory data into Next Gen
i. Fill out Vaccine Inventory Record (VIR) completely
ii. Be sure to use VIALS as the Quantity
iii. Create a Help Desk Ticket
i. Go to Service Desk
ii. Use Category-Pharmacy and Labs
iii. Choose-Immunizations
iv. From the Drop Down, Choose Sub Category-COVID Vaccine
v. Attach the VIR
vi. Submit the ticket
iv. Pharmacy and Labs department will work the ticket and enter the inventory into NG.
B. Entering Inventory Data into NMSIIS. See Guidance for COVID-19 Vaccine Providers
i. In NMSIIS, please enter COVID-19 shipments manually to the On-Hand Inventory.
i. Click Inventory
ii. Click Vaccines
iii. On-Hand
iv. On-Hand Inventory screen will now be displayed.
v. Click the Add New Inventory button located in the top right-hand corner to add new COVID-19 vaccine
vi. Date will auto populate, and double click on the time box to populate time. 
vii. Select your Inventory Location by using the drop-down arrow. 
1. Note: refer to your packing slip to ensure accuracy in entering NDC, Vaccine Type and Lot number.
2. Be sure to use INV:COVID for you Inventory Location
viii. Utilizing your dropdown menu, select the Vaccine|Mfg|NDC|Brand
ix. Enter the lot number. 
x. Enter the expiration date. 
xi. Enter Blended into the funding source
xii. Enter the Doses Adjusted (doses received) and select Create to finalize


**Repeat steps 6-12 for each vaccine needed to be added to inventory on-hand. 



An effective cold chain relies on 3 main elements: 
· Well trained staff
· Reliable storage and temperature monitoring equipment
· Accurate vaccine inventory management
SECTION 3:
Vaccine Inventory Management: 
COVID 19 vaccine inventory and management will be no different than any other vaccine your health center receives. Proper vaccine inventory is essential for appropriate vaccine ordering and stock rotation and ensures all our health centers have the vaccines needed for staff and patients. 
· Scheduling and receiving vaccine delivery: 
· Maintaining the cold chain is the 1st step in vaccine management. Please ensure your staff is trained and ready to accept any of the vaccine deliveries
· Vaccines must ALWAYS be immediately checked-in and stored properly upon arrival
· Unpacking deliveries: 
· Vaccines must be carefully unpacked 
· All vaccine must be stored at recommended temperatures, and documented immediately after delivery
· DO NOT leave any vaccine shipments unattended!
· Examine shipments for any signs of damage and guarantee receipt of the appropriate vaccine type and quantities

· Vaccine Ordering:
· Order and stock only enough vaccines to meet your patient needs. 
· PMS will have an appointment based ONLY system to administer the COVID 19 vaccine. 
· Storing a large number might increase the risk of wasting vaccines if they expire before they can be used. 




SECTION 4: 
Temperature excursions
Normal temperature range: Freezer (-13° to 5°F) (-25⁰ to -15°C), Refrigerator (36° to 46°F) (2°to 8°C)
The Moderna COVID-19 vaccine is an extremely important vaccine for our health center staff and communities. 
All steps previously discussed must be followed to ensure proper storage, and handling of the Moderna COVID-19 vaccine. We must, at ALL costs, avoid any temperature excursions that could result in the vaccine becoming unusable. 
It is the responsibility of the Site Administrator and the designated COVID-19 vaccine NMSIIS staff to ensure constant monitoring of the vaccine. 
In the event of a temperature excursion, please follow the next steps IMMEDIATELY!
· Temperature excursion:
· A temperature excursion is any temperature reading that is outside the recommended range for vaccine storage as defined by the manufacturer's package insert or EUA Fact Sheet for Healthcare Providers
· If you experience a Temperature Excursion follow the next steps:
i. Notify Primary/Alternate Vaccine Coordinator for your clinic
ii. Notify immediately Director of Pharmacy and Laboratory Services, Stephen Quesada
iii. Label ALL vaccine involved in the excursion as ‘DO NOT USE’
iv. Segregate the vaccine and DO NOT DISCARD
v. Document Entire Event
1. Name of Person Completing the Excursion Report
2. Date
3. Time
4. Temp
a. Storage Unit
b. Room Temp
5. Description of Event (brief but specific)
6. Length of Excursion
7. Inventory of all vaccine effected
8. Items in Storage unit OTHER than vaccine (if any)
9. Any other relevant information
vi. Adjust temperature (if necessary)
vii. Re-check data logger (~1 hour later)
viii. Contact manufacturer for guidance
1. Expire?
2. Usable?
Remember: An effective cold chain relies on 3 main elements: 
· Well trained staff
· Reliable storage and temperature monitoring equipment
· Accurate vaccine inventory management


















COVID 19 VACCINE PREPARDNESS
Distribution of Moderna COVID-19 Vaccine
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Staff involved: Site Administrators / DON / Designated NMSIIS Clinical Support staff / Pharmacy and Laboratory staff



Distribution of Moderna COVID-19 vaccine:
To ensure proper allocation of the Moderna COVID-19 vaccine to all staff across PMS we need to provide safe and proper transportation of the vaccine to clinics needing larger supplies of the vaccine based on their demand. 
At all times during the transportation of the vaccine, we must follow and respect the vaccine cold chain.  For this effort, PMS has purchased specific transport containers to ensure stability of temperature and monitoring of the vaccines during transportation. 
In the event that your clinic is in need for an allocation of Moderna COVID-19 vaccine you must follow the next steps. 
Step 1:  
a) Contact Stephen Quesada Pharmacy and Laboratory director to notify about your need of Moderna COVID-19 vaccine
b) Site Administrator and NMSIIS designated staff must coordinate the amount of vaccine needed and contact closest health center to request an allotment of vaccine.
c) Amount requested MUST be in multiples of 10 doses! (1 vial=10 doses) 
d) If closest Health center does not have enough Moderna COVID-19 vaccine, they will request assistance from another health center
e) If health centers are not able to provide an allotment, please contact Stephen Quesada IMMEDIATELY for coordination
f) Designated COVID-19 vaccine NMSIIS staff must enter the required amount of vaccine needed into NMSIIS to offering site
g) Offering site must verify the amount and accept the request to transfer vaccine
h) Once transfer of vaccine is processed in NMSIIS, the offering vaccine site must coordinate proper transportation to receiving site. 

Note: Punctured (opened) vials cannot be transported
Step 2:
Transporting Vaccine between clinics
ALL transported vaccine must be refrigerated/frozen per manufacturers guideline following the below steps. 
1. Ensure you have a qualified refrigerated shipping container ONLY
a) To be provided by Pharmacy department
b) Coleman, Igloo and store-bought cooler are NOT acceptable
c) Must use transport data logger during shipment. Provided by Pharmacy department
d) Data logger must be ‘turned on’ during the entire transport

2. Packing Transport container
a) Be sure transport container has cold packs that have been frozen for at least 24 hours prior to transport.
b) Place frozen packs into transport container
c) Remove the amount of vaccine needed by the receiving site from your freezer. Ensure you are always wearing your proper PPE. 
(a) Note: Each vial has 10 doses of COVID-19 vaccine and
(b)  ONLY remove the amount needed. 
d) Carefully and securely pack vials in transport container to avoid breakage, MUST use a vaccine tray to secure the vials during transportation.
(a) Utilize padding material like bubble wrap to minimize movement during transport
e) Close the container and ensure data logger is “turned on” 
f) Transport the vaccines to receiving site
g) Once vaccines have been delivered and you have returned to your clinic, please ensure you re-freeze all cold packs as soon as possible and keep frozen until needed again.
STEP 3: 
Receiving clinic Inventory Management and storage of Moderna COVID-19 vaccine
a) Please follow steps above regarding receiving and storing Moderna COVID-19 vaccine discussed previously on this manual
b) All vaccines to be entered into NMSIIS upon receipt
Vaccine inventory: 
a) Inventory must be reconciled in NMSIIS weekly. 
b) Expired/Waste and Returns must all be entered into NMSIIS
Note: The expiration date may change for some vaccines as more stability data become available (https://www2.cdc.gov/vaccines/ed/covid19/SHVA/20020.asp)
Expiration of Moderna COVID-19 vaccines:
Use the Moderna Vial Expiration Look-up link to find the expiration date any Moderna Vaccine vial.

Expiration Dates
1. Expiration dates differ between Packing List and Moderna Lookup website
2. Moderna website is the correct Expiration Date
3. It will be updated as data is updated.
https://www.modernatx.com/covid19vaccine-eua/providers/vial-lookup
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Frozen (stored only)  6 months Freezer (-13° to 5°F) (-25⁰ to -15°C), 
Refrigerator (after thawing)  (36° to 46°F) (2°to 8°C) 
Unopened vial (No doses drawn, septum never pierced)  12 hours (46°F to 77°F)
Opened vial (First dose drawn, septum pierced)  6 hours (36°F to 77°F)
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NOTE: You must submit your remaining doses of COVID-19 vaccine for each of your sites to Stephen Quesada AND Dr Gensini every day after your COVID 19 vaccine events



ADMINISTRATION OF COVID 19 VACCINE
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Staff involved: DON / Designated Clinical support staff / Clinicians



Administration of COVID 19 vaccine: 
All staff handling and administering the COVID 19 vaccine must wear appropriate PPE
[image: ][image: ][image: ]


                            (Surgical)         						        ( Exam gloves )                                                                                                              
Moderna COVID-19 Vaccine Preparation: 
PMS will be receiving multi-dose vials of the Moderna COVID-19 vaccine. Each vial holds 10 doses (#10) to vaccinate staff/patients. As of the latest information each vial might hold an extra dose of vaccine. 
If this is the case, you may now draw up all usable volume in the Multi Dose Vial that allows you to draw a complete dose = 0.5mL dose
Note: You may not draw partial doses from multiple vials to create a complete dose. 
[image: ][image: ]Preparation of the Moderna COVID-19 Vaccine:
Step 1: Preparing Moderna COVID-19 vaccine for administration
a) Only remove from freezer the number of vials needed for your event to vaccinate health center staff
b) Be sure vaccine is properly thawed prior to administration. Thawing is the process by which a frozen substance becomes liquid as a result of warming (ex: to room temperature).
c)  There are two method to thaw the Moderna COVID vaccine.
a. Thaw in refrigerator: (preferred method)
i. 2hr and 30 min. (150 min total time), AND
ii. Then at Room Temperature for 15 minutes.
b. Thaw at Room Temperature for 1 hr 
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d) DO NOT REFREEZE VACCINE
e) After thawing there is no reconstitution necessary and doses can be withdrawn from the vial. 
a. Swirl gently after thawing
b. Swirl gently before drawing each dose (remember this is a suspension)
c. DO NOT SHAKE
d. DO NOT DILUTE
f) Each dose is 100 mcg/0.5 mL, utilize proper size syringe and gauge needle
g) Make sure to discard the needle utilized to draw the vaccine and exchange with a new 22-25 gauge needle prior to administration
h) Draw up vaccines ONLY at the time of administration. Remember: 
a. Moderna COVID-19 vaccine multi dose vial can vaccinate up to 10 individuals
b. After the initial dose is withdrawn, the vial has an expiration time of 6 hours.
c. Record date and time opened and expiration of time on the label
i) Once vial is opened must be kept at a temperature between 36⁰F and 77⁰F
j) Any unopened vials are good for 12 hours, so ONLY open vials at time of administration
a. Store as shown below
b. Make every attempt to use ALL doses from opened vial on that day.
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STEP 2: NextG ordering and processing:
The ordering and processing of the COVID 19 vaccine will not be any different from any other vaccine we provide to our staff and patients. You must follow the PMS protocol regarding Health Center Drug and Dispensing & Administration (#2001.016). 
a. Verbal orders are NOT acceptable
b. Order must be entered into NextGen prior to administration of vaccine
· Ordering vaccine is via Standing order in NextG
c. ALL injections must be checked for the following prior to administration: 
· Right Patient
· Right Medication
· Right dose
· Right route of administration
· Right site (deltoid muscle)


Please follow the workflow below to order and manage a COVID vaccine in Nextgen.



[image: ]                                                COVID Vaccine in Nextgen
COVID-19 vaccines must be entered under ICD-10 code Z23
First Dose:
From the immunization template click New and Search All.  Type in Mod in the vaccine name.  The Moderna COVID 19 immunization will appear in the grid below.  Check the box and click OK.
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Document Allergy Information and click Save
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Click Vaccine Details.  The Print VIS template will ignite with three documents available.  Patient must receive Moderna vaccine EUA fact sheet and V-safe document. Click Print on selected documents.
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Enter the lot number and additional applicable information and click SAVE.  Once the lot number is entered, the Admin CPT 4 code will auto-populate with a 0011A CPT code.  This is the correct CPT code for the FIRST dose of the vaccine.
[image: ]
Second Dose: Please read carefully this applies to second dose ONLY!!
The workflow for the second dose of the vaccine will be the same as the first dose with one exception: The Admin code is different from the first vaccine.  Upon completion of the Second dose of the vaccine, the user will manually Change the Admin code to 0012A.
[image: ]
If you have any questions regarding workflow, please contact Melissa Hill at 505-469-3597








 


Step 3: Administration of Moderna COVID-19 vaccine:
a) The Moderna COVID-19 vaccine is like other vaccines Community Health Center staff are used to handling.
b) The vaccine is a suspension and should be white to off-white in color
· There may be white or translucent product related particles visible
· Visually inspect for color or other particles
· DISCARD dose if color of suspension or particles is different
c) Gently swirl vaccine prior to drawing dose
d) Verify 0.5ml dose 
e) Please ensure you are wearing proper PPE to administer the vaccine (Surgical mask, exam gloves, and face shield) 
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f) Administer the vaccine on the deltoid muscle, this vaccine is IM (intramuscular)
g) Provide staff member with COVID-19 vaccine card for his/her records and date of second dose (28-30 days)
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STEP 4: Monitoring for any adverse reactions
a. Staff must be monitored for 10-15 minutes post vaccine to ensure no serious adverse events
b. If a staff member has a history of anaphylactic reactions due to any cause other than to a vaccine he/she/they need to be monitored for 30 min 
c. If a staff member develops any severe reaction to the vaccine you must activate a Code Blue and arrange transportation to nearest Emergency room
i. If your health center has an Epi-pen, please have it available at time of vaccination
ii. Once the staff member has been properly taken care of and transported to higher level of care, you must file an IR in the event of a serious adverse event post vaccination and submit to the CDC via VAERS (please review VAERS section in the manual)
STEP 5: COVID 19 vaccination schedule: 
COVID 19 vaccine products are NOT interchangeable. The same product must be used for each dose in the vaccine series. 
· Moderna COVID-19 Vaccine schedule is 28-30 days apart 
· It is vital that vaccine recipients receive both doses, so please verify that you will be available on the correct day to receive dose two (check your PTO requests)
· Out of schedule vaccines should be administered at earliest opportunity (but no doses need to be repeated. 
STEP 6:  2nd Dose administration of Moderna COVID-19 vaccine:
All staff should have received a COVID-19 vaccination card that they will need to bring back at time of second dose.
Site administrators must coordinate with staff to ensure they are available for the second dose of the Moderna COVID-19 vaccine. Please review all PTO request to ensure your staff will be available for second dose.
[image: ]Once staff is back for second dose please follow all the above steps to ensure proper administration of the vaccine.
28 – 30 days apart
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STRATEGIC APPROACH TO COVID 19 VACCINE ACROSS COMMUNITY HEALTH CENTERS
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Strategic approach to COVID 19 vaccine across CHC’s: 
As COVID 19 vaccine becomes available to Community Health Centers, Presbyterian Medical services will vaccinate our healthcare staff in a phased approach. Once the COVID 19 vaccine becomes widely available our goal is to vaccinate all PMS staff. During our phased approach we will focus on guidelines provided by the CDC and the NMDOH. 
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Phase 1a:  
· All community health center staff not working remotely
· Sobering Center staff
· JIP/Totah staff
· SHIELD
Phase 1a (Community Partners):  Needs active coordination with your County emergency department
The following are the approved Phase 1a community partners as instructed by NMDOH

· All Hospital Personnel with direct patient care 
· A wide array of medical house staff (i.e., interns, residents, fellows), nurses, nurse’s aides, physical therapists (PT), physicians, physician assistants, respiratory therapists (RT), speech pathologists, students (medical, nursing, PT, RT), midwives, nutritionists, CRNA’s 
· Ancillary staff directly interacting with patients or infectious materials: laboratory personnel, phlebotomists, and radiology technicians 
· Staff who provide cleaning, food and other services to support patients 
· Emergency room staff 

· Medical first responders (EMS, fire department, and law enforcement personnel who provide emergency medical services and transportation) and hospital transport personnel 

· Persons working in congregate settings, including correctional facilities, juvenile justice facilities, shelters, residential treatment centers, or community homes. 

· Persons providing direct medical care or other in-person services in dialysis and infusion centers 

· Persons providing direct medical care or other in-person services in inpatient or outpatient medical settings 

· Home health and Hospice workers including home health aides, caregivers, companions 

· Persons providing direct medical care or other in-person services in public health offices

· Autopsy room staff, coroners, embalmers, and funeral home staff at risk of exposure to bodily fluids 

·  COVID-19 testing site staff 

·  Workers with patients undergoing chemotherapy 

· Workers (including pharmacists and occupational health staff) administering COVID-19 vaccines 

·  Residents and workers (whether paid or volunteer) in nursing homes and other long-term care facilities (LTCFs) 
· Please note: most LTCFs in New Mexico will receive vaccination services directly from CVS and Walgreens via previous enrollment in the federal LTCF partnership program. Enrolled locations will be contacted by either Walgreens or CVS to arrange services for both LTCF staff and residents. 
· Pharmacists and pharmacy technicians who interact with patients 

· Persons providing direct medical care or other in-person services in primary care, family practice, behavioral health, family planning and other specialty practices 

·  Persons providing direct medical care or other in-person services in imaging centers 

· Persons providing direct medical care or other in-person services in dental and optometry or ophthalmology practices and other related specialties 

·  Persons providing direct medical care or other in-person rehabilitation services, including physical therapy, occupational therapy, vocational rehabilitation, and independent living providers 

· Support services providers for persons with disabilities and persons providing in-person sign language or other interpretation services for persons who communicate using sign language 



Strategic Approach:
1. Phase 1a: 
a. Please consider the following options for healthcare worker vaccination. 
i. All vaccine patients (including employees) must have a NextG chart
ii. All vaccine employees must have an appointment in NextG appointment book (time does not matter under site LAB only resource)
iii. Schedule COVID 19 vaccine clinics by program and/or department
iv. Based on vaccine safety data the COVID 19 vaccine might have some mild to moderate side effects that could lead to healthcare staff shortages
a. Think ahead and DO NOT vaccinate all healthcare staff on the same day!
b. Create at least 3 groups in case some vaccine recipients develop any symptoms and call in sick. This will help ensure we have staff available to cover proper department operations 
c. Vaccinate groups on different dates separated at least 3 days apart.
d. Ensure all staff is able to work remotely in case symptoms are mild and they can work from home. (follow HR policy for remote work) 
v. Check In process:
a. Staff should be scheduled every 3-5 min to allow 
a. proper social distancing
b. adequate time to communicate all EUA and Vaccine Facts
b. Employee must be checked in EPM per procedure under a rendering provider under Lab resource ONLY
a.  Utilize your Site Medical Director to open the encounters
b. If your site does not have a site Medical Director open under a current Provider within your clinic
c. Provide staff with the Attestation form and EUA fact sheet and ask staff the fill the form and sign it (staff will hold onto the form) 
d. Provide COVID-19 vaccination card so staff can prefill name and DOB (have staff hold on to card until vaccination)
e. Ensure 6 ft. distance is kept by staff that might be waiting for COVID 19 vaccine
f.  Consider large rooms to accommodate up to 10 employees at a time with proper social distancing
g. All healthcare staff receiving COVID 19 vaccine must be wearing a face covering and short sleeve attire to facilitate vaccination. 
h. AVOID WASTE OF VACCINE AND ENSURE YOU HAVE THE PROPER NUMBER OF STAFF FOR EACH VIAL OPENED!
a. Moderna Vaccine: 10 doses/ vial
b. Your vial could have an extra dose, if you see any remaining vaccine it is ok to draw the vaccine, if this completes a 0.5mL dose you are good for an extra vaccine
c. If the remaining vaccine dose not complete a 0.5mL dose you must discard the vaccine syringe and vial
i. DO NOT DRAW MULTIPLE VIALS TO COMPLETE A DOSE OF VACCINE
i. Complete the injection via standing order just like any other vaccinations ( See workflow under Administration section )
j. After vaccination, please make sure staff member receives its vaccination card filled with all the following information: 
a. Name / DOB / Lot number of vaccine, date of administration, signature of administering staff and date of next dose
k. Submit to Superbill
l. CAR accepts charges
m. Staffing: 2 CSS, DON ( if available) or site’s COVID testing team
n. Billing: Employee will receive the COVID 19 vaccine at no charge, follow attached workflow for inter-company billing.
 Helpful Hint:
· Right down on a sticky note the Lot number of vaccine and the second dose date. This will help you avoid looking at the vial each time!


2. Phase 1a (community partners): 
a. As vaccine becomes widely available PMS will start offering vaccine to our community partners including:
i. Please refer to page 31-32 for community partners in Phase 1a
b. Region Director/Site Administrator must discuss with his/her County Emergency management office to discuss to availability of PMS to assist in any COVID-19 vaccine efforts
c. If your community partners are in need of COVID-19 vaccine please communicate with Stephen Quesada, Mike Renaud and Dr. Gensini to coordinate vaccination availability if you do not have enough stock.
d. All community members that need a COVID-19 vaccine must be entered in NextG to be eligible to receive the Moderna COVID-19 vaccine
i. Information needed: Please collect information ahead of time utilizing the COVID 19 vaccine registration form for Community partners on page 44
a. Full name
b. Date of Birth
c. Home Address
d. Active phone number
e. Insurance information
ii. Site Administrator or designee must ensure all community partners are entered into NextG prior to vaccination date
iii. Administering the vaccine (please refer to strategic approach Phase 1 to coordinate your vaccine day)
iv. Follow all guidelines in the Administration of Moderna COVID-19 vaccine section during your vaccine event day 
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REPORTING ADVERSE EVENT TO THE (VAERS) SYSTEM

CLINICIAN SECTION ONLY












Documentation and reporting adverse events: 
Always provide the recipient of the COVID 19 vaccine with a personal vaccination card that includes the name of vaccine administered, the date of administration, the name/location of the administering clinic and the date of his/her second dose.
Provide the recipient of COVID 19 vaccine the EUA Fact Sheet for Recipients and v-safe information and encourage them to participate in v-safe for active safety monitoring.
Record the date the vaccine was administered, the manufacturer and lot number, the vaccination site and route, and the name and title of the person administering the vaccine in the patient’s medical record and/or immunization information system (IIS).

Reporting to the Vaccine Adverse Event Reporting System (VAERS)
Healthcare providers are required to report the following to VAERS AND submit and Incident report following PMS guidelines:
· Vaccine administration errors (whether associated with an adverse event [AE] or not)
· Serious AEs (irrespective of attribution to vaccination)
· Death is suspected that was an outcome of the adverse event
· Life-threatening: Substantial risk of dying at the time of the adverse event or continued use of vaccine product that might have resulted in the death of the patient
· Hospitalization: report if admission to the Hospital or prolongations of hospitalization as a result of the adverse event
· Disability or permanent damage: report if the adverse event resulted in a substantial disruption of the patient’s ability to conduct normal life functions. 
· Multisystem inflammatory syndrome (MIS) in children (if vaccine is authorized for use in children) or adults
· Cases of COVID-19 that result in hospitalization or death after the recipient has received COVID-19 vaccine
Healthcare providers are also encouraged to report any clinically significant AEs that occur after vaccine administration.
Adverse events should be reported even if the cause of the AE is uncertain.
Healthcare providers should report any additional AEs and adhere to any revised safety reporting requirements per the FDA conditions of authorized vaccine use posted on FDA’s website throughout the duration of the EUA.
There are 2 methods to report and adverse event via VAERS system
1.) Web-based (recommended): https://vaers.hhs.gov/esub/index.jsp
[image: ]
[image: ]

Note: You must complete all the steps to submit the report. (See below for checklist of all the information needed) 






2.) [image: ]PDF fillable format : for all providers reporting and adverse event we strongly encourage to use the web-based format. 

How to report VAERS educational video:
https://www.youtube.com/watch?v=sbCWhcQADFE 


[image: ]Checklist for filling the VAERS form: 
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PRESBYTERIAN MEDICAL SERVICES
[bookmark: _Hlk59541112]MODERNA COVID-19 VACCINE ATTESTATION FORM

I _________________________ certify that I have received the EUA Fact sheet for the Moderna COVID-19 vaccine prior to administration and have had the time to review and understand the risk and benefits of the COVID-19 vaccine. 

Additionally, I attest to the following. 
1) I have not been diagnosed with COVID-19 in the last 90 days 
   
2) I have not been exposed to a confirmed COVID-19 patient in the last 14 days   

3) I am currently not experiencing any symptoms that could be related to COVID-19
a. Cough / Shortness of breath
b. Fever/chills/Sore throat
c. Headache
d. New loss of taste or sense of smell
e. Muscle or Body aches
f. Diarrhea
g. Congestion / Runny nose
4) Have you ever had a severe allergic reaction to any vaccines?     Yes____   No _____ , if Yes patient cannot receive the vaccine.
5) Have you received any other vaccines in the previous 14 days?   Yes ____ No ____, if YES patient cannot receive vaccine and must be rescheduled
6) Have you ever had an anaphylactic reaction due to any other cause not related to vaccines?
Yes ____ No ______ 
After your COVID-19 vaccine you must remain in the facility under monitoring between 10-30 min post injection to identify any side effects of the COVID-19 vaccine. 


_____________________           ___________                ____________________              ______________
              Name (print)                   Date of birth                           Signature                                           Date
[image: ]PRESBYTERIAN MEDICAL SERVICES
MODERNA COVID-19 VACCINE ATTESTATION FORM (Spanish)

Yo _________________________ certifico que he recibido la hoja informativa EUA para la vacuna de Moderna COVID-19 antes de su administración y he tenido tiempo de revisar y comprender los riesgos y beneficios de la vacuna contra el COVID-19.

Además, doy fe de lo siguiente.

1) No me han diagnosticado COVID-19 en los últimos 90 días
   
2) No he estado expuesto a un paciente COVID-19 confirmado en los últimos 14 días

3) Actualmente no estoy experimentando ningún síntoma que pueda estar relacionado con COVID-19

· Tos / dificultad para respirar
· Fiebre / escalofríos / dolor de garganta
· Dolor de cabeza
· Nueva pérdida del gusto o del olfato
· Dolores musculares o corporales
· Diarrea
· Congestión / secreción nasal

4) ¿Ha tenido alguna vez una reacción alérgica grave a alguna vacuna? Sí ____ No _____, si Sí, el paciente no puede recibir la vacuna.

5) ¿Ha recibido otras vacunas en los últimos 14 días? Sí ____ No ____, si la respuesta es SÍ, el paciente no puede recibir la vacuna y debe ser reprogramado

6) ¿Ha tenido alguna vez una reacción anafiláctica por alguna otra causa no relacionada con las vacunas?
       Sí  ______No ______

Después de su vacuna COVID-19, debe permanecer en las instalaciones bajo control entre 10 y 30 minutos después de la inyección para identificar cualquier efecto secundario de la vacuna COVID-19.


_______________________                ___________              ________________           ______________
 Nombre (letra de imprenta)        Fecha de nacimiento                  Firma                                        Fecha

COVID 19 Vaccine Registration Form Community Partners
Agency Name: _____________________________Male _______ Female _______

Employee Name:   _____________________________________     
Job Title:__________________________________


Presbyterian Medical Services (PMS) recognizes its responsibility to protect patients, employees, our family members, and our communities from the potential devastating effects of COVID-19.
The COVID 19 vaccine has been authorized under an Emergency use Authorization (EUA) for individuals 18 years and older. The EUA is a process by which the FDA can authorize use of a medication or vaccine with less data if the benefit of the vaccine has been shown to outweigh the risks. EUA’s can be issued only during a declared emergency, such as the COVID-19 pandemic.

COVID 19 vaccine FAQ’s:

1.) Can an mRNA vaccine cause COVID-19? → No, mRNA vaccine is not a virus and cannot cause disease.
2.) Why should I get a vaccine? The trial results indicate between 94%-95% efficacy in preventing COVID-19. By getting vaccinated you are reducing your risk of disease, hospitalization, severe complications and even death.
3.) How many doses are needed? Both mRNA vaccines require two doses, with around three to four weeks between each, to achieve an effective immune response.
4.) What are the side effects? Most common reactions were pain at the injection site, fatigue, headache, and muscle aches. These symptoms are commonly seen with other vaccines. A few people also reported fever and nausea. No serious side effects were seen in the data reported from the trials.
5.) Do I still need to wear a mask and physically distance if I have the vaccine? Yes! While the vaccine provides protection against the COVID-19 disease, they have not been shown to prevent infection, so people who are immunized may still be able to transmit the virus.
6.) Can I get the vaccine if I have already had COVID-19? Yes. Individuals who have previously been infected are eligible to receive the vaccine.
7.) If I have allergies, can I get the COVID-19 vaccine? Yes, seasonal allergies and even food allergies, including allergies to shellfish and peanuts, do not exclude you from getting the COVID-19 vaccine.
Individuals who have severe reactions to injectable medications or vaccines in the past should NOT get the COVID-19 vaccine at this time.

YES, I would like to receive the COVID-19 vaccine

Date of Birth: 	Address:		 Cell Phone: 	 
Email:		 
Insurance: __________________  Policy Number: ________________________
Employee Signature: ________________________Date:    	
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Min/Max Temperature Log for

NEW MEXICO Month/Year, VFC PIN# Phone
i °
Refrlgerator and Freezer (F ) Site Name Refrigerator. Freezer Unit of
DAYS 1-15
Take action if temperatures are out of range!
Monitor temperatures closely! 1. Labelexposedvaccine “do notuse,” and store it under proper conditions as quickly as possible. Do not
1. Write your initials below in “Staff Initials,” and note the time in “Exact Time.” discard vaccines unless directed to by your state/local health department and/or the manufacturer(s).
2. Record the room temperature. 2. Report the out-of-range temperature event to the Help Desk at 833-822-6454
3. Record the min/max temps once at the start of the workday. 3.  Call the vaccine manufacturers noted on the "COVID Vaccine Troubleshooting Record (TSR) fillable" to
4. Put “X"es in the rows that corresponds to the temperatures. determine whether the vaccines are still viable.
5. If any out-of-range temp, see instructions to the right. 4.

Document the advice given, date and time, and case number on the Troubleshooting Record and email

6. After each month hasended, save eachmonth’slogfor 3 years. to covid.vaccines@state.nm.us with your site's PIN # and "Troubleshooting Record" in the subject line

Day of Month 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15
Room Temp

Staff Initials
Exact Time

Min/Max Temp | Min
(from prior day)

Danger! Refrigerator temperatures above 46°F are too warm! Record any out-of-range temps and room temps and call the Help Desk immediately!

42°
4°
40°
39°
38°
3r°

Danger! Refrigerator temperatures below 36°F are too cold! Record any out-of-range temps and room temps and call the Help Desk Inmediately!

Min/Max Temp [Min [Max | Min iMax Min |Max |Min {Max |Min iMax Min [Max |Min iMax Min iMax Min iMax Min iMax Min [Max [Min |Max |Min iMax Min iMax

(since previous reading) | |

Min iMax
| | | | | | |

Danger! Freeze peratures above 6°F are too warm! Record any out-of-range temps and room temps and call the Help Desk immediate|

<3°
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Frozen Storage

Can be stored frozen until expiration date*

—25° to -15°C (-13° to 5°F )

Do not store on dry ice or below -40°C (-40°F).
Store in the original carton to protect from light.

*Confirm vaccine expirafion date by looking up the lot number at modernatx.com/covid19vaccine-eua





image10.png
How To Look Up Vial Expiration Date

<
GTIN 00380777273990

Lot LLLLLLL

Mg Date MM/DD/YYYY To find the expiration date for any vial of Moderna

COVID-19 Vaccine, locate the lot number, printed
on the carton and vial. Enter the lot number in the
field below and press "Submit."

Enter Lot #

XHXXXXXXXXXX Submit
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Perform hand hygiene before vaccine
preparation, between patients, when
changing gloves (if worn), and any time
hands become soiled.*

Use a new needle
and syringe for each
injection.

Follow aseptic

technique.
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Prepare vaccines in a clean, designated medication area

away from where the patient s being vaccinated and

away from any potentially contaminated items.

+ This isto prevent inadvertent contamination of the vial
through direct or indirect contact with potentially
contaminated surfaces or equipment.

€DC recommends that providers draw up vaccines only.
at the time of administration.
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Thaw Each Vial Before Use

Vial images for illustrative purposes only

2 hours and 30 minutes in refrigerator

pR— 1 hour at room temperature

2° fo 8°C
(36° to 46°F)

T
15°10 25°C

(59° to 77°F)

Let vial sit at room temperature for 15 minutes before administering
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Unpunctured Vial

Thawed Shelf Life

T

Refrigerator or
room temperature

2° 10 25°C (36° to 77°F). Record the date
and fime of first use on the vial label.

Discard punctured vial after 6 hours.

After First Dose Has Been Withdrawn

l NEVER refreeze thawed vaccine ]
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Administration
Swirl vial gently after thawing and between each withdrawal.
The vaccine comes ready fo use once thawed. Do not shake or dilute.

Prior to injection, inspect each dose to:

Confirm liquid is white to off-white
in color in both vial and syringe

‘ Verify syringe volume of 0.5 mL

The Moderna COVID-19 Vaccine may
contain white or franslucent product-
related particulates.

If dosage is incorrect, or discoloration
and other particulate matter is present,
do not administer the vaccine.

Provide a vaccination card to the recipient or their caregiver with the date the recipient needs
to return for the SECOND DOSE of Moderna COVID-19 Vaccine.
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Dosing and Schedule

The Moderna COVID-19
Vaccine is administered
inframuscularly as a series of
two doses (0.5 mL each)

1 month apart.
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ChecKlist of information to complete the VAERS form
(VAERS will still accept a report even if you cannot provide all this information)

Information about the PATIENT who received the vaccine
‘Name, address, phone number and email address

Date of birth

Sex (male or female)

Date and time of vaccination

Date and time the adverse event (health problem) started

Age at vaccination

‘Whether the patient was pregnant at the time of vaceination and the due date (for females
only. if applicable)

Prescriptions, over-the-counter medications, dietary supplements and herbal remedies
being taken

o Allergies to medications, food, or other products

© Other illnesses at the time of vaccination (and up to one month prior)

© Chronic or long-standing health conditions

0000000

°

Information about the person completing or submitting the VAERS form
o Name, address, phone number and email address
o Relation to the patient (for example: healtheare professional, parent, caregiver, etc.)

Information about the healtheare professional
© Name and phone number for the best doctor or healtheare professional to contact to get
‘more information about the patient and the adverse event

Information about the facility (or place) where the vaceine was given
o Facility/clinic name, fax number, address and phone number
o Facility type (for example: doetor’s office or hospital, pharmacy or drug store, workplace
clinic, etc.)

Information about which vaccines were given and what happened to the patient

© Vaceine type and brand name, manufacturer, and lot number

© How the vaccine was given (route of administration, body site where given, and dose
‘number if the vacine was part of a series)

© Description of the adverse event, including medical treatment and diagnosis.

© Results of medical tests and laboratory tests

© Outcome of the adverse event (for example: doctor office visit, emergency room visit,
hospitalization, etc.)

© Whether the patient has recovered from the adverse event

i informati

o Any other vaccines received by the patient within a month prior to the current vaceine(s)
(include vaccine type and brand name, manufacturer, lot number, and how the vaccine
was given)

o Adverse eveni(s) after previous vaccinations

o Patient’s race and ethnicity
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VISION
We are leaders in improving the health and lives of all people
of the Southwest.

MISSION
Presbyterian Medical Services designs and delivers quality, accessible, integrated
heath, education, and human services in response to identified community needs of
the multicultural people of the Southwest.





