    VACCINE ORDERING
     Completion of the MCIR Vaccine Inventory Module (VIM) training is required to order VFC      vaccine. Contact your LHD or MCIR coordinator for new staff that will be placing orders to ensure they receive the required VIM training before submitting your vaccine order.
    Steps to follow when ordering VFC vaccine:
1. Be sure all immunization data entry is up to date in MCIR.
2. Under VIM//Reports/Inventory, run and print the Physical Inventory Report.
3. Take the Physical Inventory Report to refrigerators and freezers and count and record all VFC vaccines by lot number. Check expiration dates and move soonest-to-expire vaccines to the front.
4. Under VIM/Vaccine Mgmt/Manage Inventory, click on the Balance Inventory button and use the Physical Inventory Report to enter the number of doses counted from the refrigerators and freezers into the inventory screen in MCIR.
5. Balance the inventory for each vaccine.
Note:  Providers are required to balance their VIM on a monthly basis, even if they don’t order once a month. Balancing the VIM on a monthly basis assists providers in finding possible errors in data entry and resolving them quickly.
6. Under VIM//Reports/Inventory, run and print the Ending Inventory Report.
7. Under VIM//Reports/Vaccine, run and print the VFC Doses Admin Report for the time period since last VFC vaccine order and print a copy.
8. Gather temperature logs for both refrigerators and freezers from the last VFC vaccine order to current date.
9. Under VIM/VFC Program, click Place VFC Pediatric Orders or Place Public Adult Orders on the MCIR home screen.

10. Select the first vaccine type you would like to order from the Vaccine drop down menu. 

11. Select the manufacturer of the vaccine from the Manufacturer drop down menu. (This is optional. If you do not select a manufacturer you will be given a list of all presentations by all manufacturers for the vaccine type you selected.)

12. Click Search. A list of all available vaccines that meet the search criteria you selected will be presented. 

13. Identify the vaccine you would like to order and click the corresponding Add to Order button.

14. This vaccine has now been added to your order with the minimum number of doses. Order additional vaccines by repeating steps 2 thru 5. Once you are done adding all the vaccines you need, continue with your order by clicking on View Order.

15. A list of all the vaccines you have selected to order will be displayed. From this screen you can adjust the number of doses you want to order. Vaccines selected in error can be removed by clicking the Trash Can icon next to its name. 

16. Make necessary adjustments to the number of doses until your order contains everything you will need until you place your next order. Click Continue Order. 

17. The next screen displays your shipping information and hours. Enter your shipping contact’s name in the box labeled Attn*:. Check your address and hours and make any necessary modifications using the two Edit buttons. Once all shipping information is correct click Continue Order.
18. Enter a Purchase Order number if required by your administration. Click Continue Order. 

19. Check the Done boxes next to Ending Inventory, Temperature Logs and VFC doses Administered verifying that you mailed, faxed or electronically sent these documents to your LHD (NOTE: All supporting documents must be within 10 calendar days of current order date). Click Submit to send your E-Order to your LHD.
20. You will receive the following email messages when you place an order:
1. When the order is approved - “Your VFC Pediatric vaccine order has been submitted.  Please use the MCIR order history log to track the progress of your vaccine order.”

2. If your order is modified - “Your VFC Pediatric vaccine order has been adjusted.  Please use the MCIR order history log to track the progress of your vaccine order.”
3. Once your order has shipped and has been uploaded into MCIR you will receive a notification that will include the FedEx or UPS tracking number.

                 Please note - you must be set up as an E-order contact and the box checked with your 
             email address in order to receive ordering informational emails.
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Ordering VFC Seasonal Flu Vaccine
Seasonal VFC flu vaccine is pre-booked in MCIR in early spring. LHDs will contact providers to

begin flu pre-booking process. Pre-booking VFC flu vaccine is a commitment to accept the

vaccine when it becomes available in late summer/fall. Careful consideration should be given when 
estimating your flu vaccine needs to ensure that flu vaccine doses are not wasted at the end of the

season. All VFC providers are expected to order and maintain an ample supply of VFC flu vaccine

for VFC-eligible children 6 months and older as recommended by ACIP. Most flu vaccine does not

expire until June 30 of each year and should be administered until it expires. VFC providers should

order the same VFC vaccine product (type and presentation, e.g., quadrivalent syringes) that they

order for their private vaccine stock.
VFC flu vaccine is shipped directly to providers from McKesson as soon as it becomes available to

us through CDC and the manufacturers. VFC flu vaccine is shipped separately from other VFC
vaccines and may arrive in small, multiple allocations as provided by CDC throughout the flu

season. Providers must be prepared to receive/store VFC flu vaccine as soon as early as August. 

Any office closures must be reported to the LHD to prevent delivery of vaccine when an office

is closed. 

Providers can check to see what flu vaccine they pre-booked under Order History/Status and

look for Pbk in the Type column. LHDs have a roster showing the flu vaccine pre-booking for all of

their providers under VFC Program, Prebook Roster on their MCIR home page. Providers who

need to change their pre-booking amounts or order additional flu vaccine doses should contact

their LHD. Providers who enroll in the VFC Program after the pre-booking process closes in the

spring should contact their LHD to request VFC flu vaccine doses. 
Ordering Frequency
Providers should submit vaccine orders based on the ordering schedule set up by their LHD. Both public and private provider sites should maintain no more than a one to three-month supply 

of vaccines. 

Priority Orders
MDHHS will only approve a priority order under emergency circumstances, primarily for a disease

outbreak. Forgetting to order enough vaccine or the wrong vaccine does not warrant a priority order. Priority orders must be pre-approved by MDHHS VFC staff. 

RECEIVING VACCINE

 All refrigerated VFC vaccine is shipped from McKesson, usually via FedEx. If you receive a VFC

 vaccine delivery from McKesson that you feel may be compromised, properly store the vaccine 
 and immediately contact McKesson’s Vaccine Viability Line at 1-877-836-7123. 

 Frozen vaccines – Varivax, ProQuad and Zostavax– are shipped directly to the provider from Merck, usually via UPS. If you have a VFC varicella-containing vaccine direct ship delivery from Merck that you feel may be compromised, please properly store the vaccine and contact the Merck Call Center immediately at 1-800-637-2579. 
Receiving Guidelines:

· Never refuse a vaccine delivery. If you have questions regarding the viability of the vaccine, or don’t remember ordering vaccine, accept the delivery, store the vaccine appropriately and then call the manufacturers or your LHD. 

· Each provider office should have at least 2 people trained for vaccine ordering and receiving.

· DO NOT leave the vaccine shipment unattended. Vaccine deliveries require immediate attention.  Staff who do not routinely handle vaccines but who accept vaccine shipments should be trained to alert the primary vaccine manager or the back-up manager as soon as vaccine shipments arrive so vaccines can be processed immediately and stored properly.

· Provider offices should post signage directing UPS and FedEx delivery personnel to not leave vaccine deliveries unattended.

· All provider staff must be trained to ensure vaccine deliveries are received by the appropriate person and stored immediately.

· Failure to appropriately store vaccine upon delivery could result in a vaccine loss that requires replacement with private stock vaccine.
Refrigerated Vaccine Shipping Box:

· Is much larger than the amount of vaccine contained inside.

· Recyclable, insulated container.

· Validated to maintain 2-8 degrees Celsius (36-46 degrees F) for up to 72 hours.
· Will include a temperature monitor – either 3M MonitorMark or FREEZEmarker indicator.
· Boxes are clearly marked to refrigerate upon arrival. Hours of delivery should be listed on the shipping label. 
· Shipping boxes cannot be returned. Please recycle if possible!

· Vaccine arrives in Ziploc bags. DO NOT leave vaccines in Ziploc bags as temperature is compromised when air flow is locked out.

· “Signature on file” arrangement. DO NOT Have a Signature on File in place for vaccine shipments. This could result in the carrier leaving a vaccine box unattended, which could lead to a vaccine loss!
 Frozen Vaccine Shipping Box:
· Frozen vaccine is shipped with frozen gel packs to maintain proper temperature for FOUR
days from the shipment date located on the packing list.*
· Diluent is located in the lid. Remove diluent before discarding the shipping box!
· No temperature monitor is included in the box. If the box is received outside the 96 hour 

shipping timeframe please contact the Merck Call Center at 1-800-637-2579.
· Should you receive a call about a late Varivax/Zostavax shipment, it is important that you ask the provider to check the shipper insert supplied in the box.  Attached are examples of the 2-day and 4-day shipper insert. This insert lets you know how long the product is good for based on the shipment date shown on their packing list.

* Orders of 40 doses or less will be shipped in the small 2 day box, unless those 40 doses are shipped on a Thursday or Friday in the large 4 day box for delivery on a Monday or Tuesday. 
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Orders of 40 doses or more will ship in the large 4 day box. 
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McKesson has 5 shipping days to ship out the vaccine. Shipping days are Mondays, Tuesdays and Wednesdays (excluding holidays). Keep this timeline in mind when anticipating your vaccine delivery.
Checking Vaccines:

When vaccine arrives:
1. Examine shipping container and its contents for any damage.
2. Determine if the shipping time was less than 48 hours (96 hours for varicella-containing vaccines). If the interval between shipment from the supplier and arrival of the product at the provider office was more than these time frames, the vaccines could have been exposed to excessive heat or cold that may have altered their viability.

3. Check the temperature monitors to be sure the vaccines have been shipped in the acceptable temperature range.
4.  Review the shipping invoice and verify that:

· Lot numbers match.
· Number of doses and vaccine types (brand) match.
· Check that lyophilized (freeze-dried) vaccines have been shipped with the correct type and quantity of diluents for reconstitution.

· Expiration dates match, and should be at least 6 months from date of receipt.

· Presentation of vaccine (vials vs syringe) matches.
· Package should be without damage, vaccine boxes should not be damaged.

· Check that vaccines were packed properly. There should be an insulating barrier (such as bubble wrap, Styrofoam pellets, or some other barrier) between the vaccines and the refrigerated or frozen coolant packs.

· Remove vaccines from box and Ziploc bags and store according to the guidelines provided under Vaccine Storage Requirements in this section.
5. Take your packing slip and check it against the vaccines that were electronically uploaded into your MCIR VIM for you. If you find any discrepancies on what was shipped to you or what was uploaded into your MCIR inventory, contact your local health department immediately. Discrepancies between what you were shipped and what is on the packing slip are your responsibility if not reported to your LHD within 1 hour of delivery.
6. Store the vaccine at appropriate temperatures.
[image: image11.jpg]S92IAJ9S UBWNH B Y}|eaH 0 Juswpedaq ueSiydiw

mIID‘«S_




7. Providers are able to order single doses of DT (with MDHHS approval), 
pediatric Td, pediatric PPSV23, and MenHibrix instead of the 10-dose
        minimum order size. 6”x 8” Amber bags are used to deliver repackaged
vaccines. Since these repackaged vaccines come directly from the
Distributor, these bags can count as original packaging. These bags
offer protection for light-sensitive vaccines. Vaccine should remain in
these bags during storage in the refrigerator until ready to be administered   
8. If you believe that the refrigerated vaccine shipment is compromised or if the temperature monitors are out-of-range, put the vaccine in a paper bag, mark the bag “DO NOT USE” and store the vaccine at the appropriate temperature. Call McKesson immediately at 1-877-836-7123. This telephone number is printed on the temperature monitors that are placed in each vaccine shipment. 
Once McKesson has been contacted, the provider and LHD must work with MDHHS for guidance about vaccine viability from the vaccine manufacturer and/or CDC.

9. Contact your local health department immediately if there are any errors with your vaccine order. Vaccine shipments must be checked in and the LHD notified of any problems within one hour of the vaccine delivery.
VACCINE STORAGE REQUIREMENTS 
Increased vaccine usage has also meant an increase in the amount of vaccine lost due to improper storage. Now, more than ever, we need to be certain that refrigerators and freezers meet all the specifications needed to protect the potency of valuable vaccine. Having the right storage equipment can protect your patients’ health and your facility against costly vaccine replacement, inadvertent administration of compromised vaccine, and other consequences (e.g., costs of revaccination, loss of patient confidence in your practice, liability). In addition, investing in reliable temperature monitoring devices is less expensive than replacing vaccines wasted due to inaccurate temperature readings. Ideally, providers have both data loggers and an alarm notification system in place in all vaccine storage units. Beginning January 1, 2017, use of data loggers in all storage units will be required for all providers.
Storage Units

1. Any refrigerator or freezer used for vaccine storage must:

a. be able to maintain required vaccine storage temperatures year-round

b. be large enough to hold the year’s largest inventory

c. have a certified calibrated thermometer inside each storage compartment
d. be dedicated to the storage of vaccines

· Food and beverages must NOT be stored in a vaccine storage unit because this practice results in the frequent opening of the door and destabilization of the temperature. 

2. Dorm-style refrigerators are not allowed for vaccine storage under any circumstance! 
A dormitory-style refrigerator is defined as a combination refrigerator/freezer unit that is outfitted with one exterior door and an evaporator plate (cooling coil), which is usually located inside an icemaker compartment (freezer) within the refrigerator.

3. Stand-alone freezers are required for all new VFC providers. If new providers have household combination units, only the refrigerator section may be used to store refrigerated vaccines, and only as long as appropriate temperatures are maintained. Their storage units must be monitored for seven days and the temperatures documented to ensure consistent, within range temperatures are maintained before vaccine can be ordered.
4. VFC providers enrolled prior to January 1, 2013, may continue to use the refrigerator and freezer portions of household combination (refrigerator-freezer storage) units as long as they maintain appropriate temperatures for vaccine storage. If the unit fails to maintain appropriate temperatures, new purchases must be stand-alone refrigerators and stand-alone freezers. CDC does not recommend use of the freezer in these units and it is recommended that providers move towards purchasing a stand-alone freezer. Although pharmaceutical-grade units are highly recommended, commercial-grade units may be 
purchased. Providers using a household combination unit must use data loggers for temperature monitoring.
5. A new refrigerator or freezer, or a newly repaired refrigerator or freezer, must be monitored closely for at least one week before using it for vaccine storage to ensure appropriate temperatures can be maintained. In addition, LHD staff may require existing units experiencing temperature fluctuations or being moved to a new location to be monitored for a week to ensure the unit is stable enough to store vaccine.
It may take 2 to 7 days to stabilize the temperature between 36°F and 46°F (2°C and

8°C) in a newly installed or repaired refrigerator. Likewise, it may take 2 to 3 days to stabilize the temperature between -58°F and +5°F (-50°C and -15°C) in a newly installed or repaired freezer. Allowing a week of refrigerator and freezer temperature readings/recordings (twice a day each workday along with a minimum/maximum temperature recording each morning) will ensure temperatures are within appropriate ranges before using units to store vaccines.
6. The temperature of the refrigerator must be maintained at 36(- 46(F (2(C- 8(C). Providers should try to maintain refrigerator temperatures in the middle of the range at approximately 41(F (5(C). Freezer temperatures must be maintained between -58(F and +5(F (-50(C and -15(C). When making adjustments to the temperature of the unit, please keep in mind that glycol probes will take longer to adjust to the new setting. Be sure to check the temperature frequently until the temperature is stable.
7. If a manual defrost freezer maintaining appropriate temperatures is currently in use, the provider MUST have a back-up plan for vaccine storage when defrosting the unit. The provider must submit an acceptable defrosting plan of action that uses a monitored storage unit or portable freezer that accurately holds freezer temperature. The plan must follow CDC’s guidance on defrosting freezers (see page 31 in this section for guidance). A frost-free unit with an automatic defrost cycle may be preferred if regular manual defrosting cannot be assured.
Things to Consider when Purchasing a New Storage Unit

1. Do some research. Optimal refrigerator / freezer features include:
a. Frost-free / automatic defrost cycle

b. Forced air convection / circulation fan to promote air flow

c. Temperature gauge certified, calibrated, and traceable by the National Institute of Standards and Technology (NIST)

d. Negative-pressure doors that close automatically

e. Security locks

f. Wire racks (as opposed to glass)

2. Review the maintenance and warranty plans offered by the manufacturer or retailer for parts and the compressor.
3. When choosing the size of the unit, consider the largest amount of vaccine your clinic stores each year (usually during back-to-school/flu season), including private purchase vaccine.
	Maximum Doses Stored (including private purchase vaccine)
	Minimum Cubic Feet 

	2,000 < 
	May require more than one refrigerator

	1,000-2,000
	40 cu. ft.

	800-1,000
	21 - 36 cu. ft.

	400-800
	16-20 cu. ft.

	400 > 
	5 cu. ft. 


4. Advantages of a pharmaceutical-grade refrigerator or freezer:

a. Maintains temperatures well, temperatures can be pre-set at the factory 

b. Good temperature recovery when the unit has been opened to get vaccines
c. Nearly all the internal space in the unit can be used to store vaccines (usable space is much more limited in commercial household refrigerators.)
i. CDC recommends providers follow the manufacturer’s guidance to ensure that vaccines can be safely stored on the top shelf of the unit
d. Allows defrosting with minimal rises in temperature

e. Offer the option of alarm and safety features to alert you to or prevent temperature fluctuations in the cabinet

f. Includes key locks so doors can’t be opened by unauthorized staff

Refrigerator/Freezer Power Back-up

Disruption in power supply is one of the causes of a costly vaccine loss. Refrigerators and freezers begin to warm quickly once the power is out. With this in mind, a clinic may want to consider adding a secondary source of power in case of emergency. If a clinic already has a back-up system, it is highly recommended that refrigerators and/or freezers are placed on that emergency power circuit. 

For those clinics without one, a small back-up generator may be an option for an extra layer 
of protection. Backup generators should be of a sufficient capacity to run continuously for 72 
hours if necessary. Plans should be made to ensure that an adequate supply of fuel is on hand.

Power Sources/ Power Strips/Surge Protectors

Storage units should be plugged directly into wall outlets. Do not use outlets with a built-in circuit switch (little red reset button) or outlets that can be activated by a wall switch (could inadvertently get switched off).

Do not use extension cords, multi- outlet power strips or surge protectors. If the power goes out, the power strip / surge protector may trip and anything plugged in will not turn back on when the power is restored. 
Thermometers

1. Use of a calibrated thermometer with a current Certificate of Traceability and Calibration Testing (also known as Report of Calibration) is required in all vaccine storage units that store VFC vaccine.  
a. Certification usually lasts 1-2 years from the calibration date.
b. Advice on recalibration schedules will vary but the generally agreed upon industry standard is an annual (yearly) re-calibration schedule. If a manufacturer recommends a different schedule you should follow that schedule; however, CDC requires that calibration certificates not exceed two years.
c. When purchasing thermometers consider the cost of recalibration as well as purchase price. For some less expensive thermometers, periodic replacement may be more cost-effective than recalibration. 
2. The calibration certificate must be issued either by an ILAC-accredited laboratory or, if not 
ILAC-accredited, certificate must contain a statement indicating that it meets ISO 17025 standards. All certificates must contain: 
a. Name of device (optional)
b. Model number
c. Serial number
d. Date of calibration
e. Measurement results indicate unit passed test and the documented uncertainty is within suitable limits (recommended uncertainty = +/-1F (+/-0.5C)). (See page 33 for the requirements of thermometer certification) 
3. CDC recommends using digital data loggers with the following capabilities for continuous temperature monitoring and recording:

a. Alarm for out-of-range temperatures

b. Current, minimum and maximum temperatures

c. Low battery indicator

d. Accuracy of +/- 1°F (0.5°C)
e. Memory stores at least 4,000 readings; device will not write over old data – stops recording when memory is full
f. User programmable logging interval (or reading rate); CDC recommends a temperature recording interval of one reading at least every 30 minutes.
g. Detachable probe in bottle filled with a thermal buffer.
Beginning January 1, 2017, digital data loggers will be required in all storage units housing VFC vaccine. Providers will be responsible for maintaining valid certificates of calibration for all data loggers. In addition, data loggers will be required to meet the capabilities outlined under #3 above. 

Download and review data from data loggers weekly. Save the actual data files, not just the graphs. Install new batteries at least every six months on all data loggers. 
4. CDC recommends that thermometers utilize a probe that is immersed or inserted in:  1), a vial filled with liquid (e.g. glycol, ethanol, glycerin) or a loose media (e.g. sand, glass beads) or 2), a solid block of material (e.g. Teflon®, aluminum). The probe must be placed in a central area of the storage unit with the vaccines. The ONLY allowable exemption to the thermometer placement requirement is for providers who have pharmaceutical storage units (built for vaccine storage) that have either (1) a built-in thermometer (in 2017, this thermometer must be a data logger) OR (2) a dedicated port for the probe that dictates the placement of the probe. Keep in mind that glycol or liquid probes take longer to adjust to the unit temperature so be sure to check frequently until stable.
5. Clinics that are routinely closed for more than 2 consecutive days, and do not have staff that assess and record temperatures twice a day on days when the office is closed, must use data loggers to monitor storage unit temperatures.

6. CDC does not recommend the following thermometers for monitoring vaccine temperatures:

a. Fluid-filled bottle thermometer
b. Bi-metal stem thermometer
c. Food thermometer
d. Household mercury thermometer
e. Chart recorders

f. Infrared thermometer
g. Temperature monitoring devices that are not calibrated



7. Providers must have at least one back up thermometer with a current certificate of calibration on hand that meets the requirements of #2 above. It should be available in case a thermometer in use is no longer working appropriately or calibration testing of the current equipment is required. Make sure your back up thermometer can be set up in an emergency (i.e., power outage).  Probes for back up thermometers must be kept in a refrigerator or freezer so that they will be pre-conditioned in case of emergency use. If only one back up thermometer is available, the probe must be stored in a refrigerator.
Electronic or Wireless Monitoring Systems

Wireless or electronic continuous temperature monitoring systems allow a clinic to monitor refrigerator and freezer temperatures in real-time on a remotely connected PC (and in some cases, via internal network or intranet). Wireless systems are best suited for clinics with multiple refrigerators and freezers and the need to remotely monitor and graph temperatures. These systems alert staff to a temperature excursion in real time via cell phone, pager or e-mail. 
Please note: a wireless system does not preclude you from continuing to check your temperatures twice a day. 
1. Wireless or electronic monitoring systems must: 
a. 
Have a current and valid certificate of calibration testing that comes from an ILAC-accredited lab or, if from a non-ILAC-accredited lab, certificate must contain measurement results and a statement that it meets ISO 17025 standards

b. Continuously assess and record temperature readings 

c. Be alarmed and the alarm is set for the appropriate temperature range for the storage 

unit 

i. 36-46o  Fahrenheit (2-8o Celsius) for refrigerators

ii. Maximum of 5 o Fahrenheit (-15o Celsius) for freezers

d. Provide daily data on temperatures in readable and interpretable printed form upon request 

e. Record the time and date of assessment of twice daily temperature readings as well as the staff ID. If not, then the temperature readings must be printed twice a day from the system and the date, time and staff initials applied to the printout. Electronic records and/or paper printouts must be maintained on file by the provider for at least three years.

2. Providers who utilize electronic or wireless temperature monitoring systems must have specific protocols and systems for: 
a. Training provider staff on proper use and interpretation of data using a continuous temperature monitoring and recording device 

b. Monitoring temperatures, ensuring that the temperatures are assessed and recorded twice daily; in the AM when the clinic opens and 30-60 minutes before leaving for the day 

c. Manually monitoring temperature when the continuous temperature monitoring and recording system is not working 

d. Testing alarm function on a monthly basis
3. When submitting temperature reports as documentation when placing a vaccine order, electronic reports must be:

a. a readable and interpretable format listing the criteria under the Temperature Monitoring section, or 

b. a report consisting of daily min/max temperatures.
Temperature Monitoring Alarm Systems

A temperature monitoring alarm system will alert when the temperature goes out of the set range, however, it does not provide a permanent record of the temperature. 
1. CDC and MDHHS recommend that a continuous-temperature monitoring alarm notification system be in place in conjunction with data loggers. Alarm systems are required for LHDs.

2. Alarm system limits should be set at 36 – 46 degrees Fahrenheit (2-8o Celsius) for the refrigerator and a maximum of 5 degrees Fahrenheit (-15o Celsius) for the freezer.
3. Alarm system must be co-located in the center of the storage unit with vaccines and the certified, calibrated thermometer probe.

4. If an alarm system is in place, it must be calibrated to the certified thermometer at least weekly to ensure the two devices function compatibly and accurately. It is best to check the calibration of the alarm system with the thermometer after the unit has been closed for an extended period of time. 
5. Occasional slight discrepancies in temperatures may occur during calibration checks due to the data logger capturing temperatures at specific intervals (e.g., every 30 minutes.) If the discrepancy is more than 3oF (1.5oC) from the reading on the certified thermometer, make adjustments and document in detail all actions taken.
6. An alarm system should be tested at least once a month to assure it is working correctly.  Expose the probe to temperatures out of range and verify call out is working and numbers are accurate for staff assigned to respond.
Temperature Monitoring
1. Assess and record twice daily temperatures of the refrigerator and freezer using a certified calibrated thermometer to ensure that the temperatures do not exceed acceptable ranges; in the AM when the clinic opens and 30-60 minutes before leaving for the day. Daily morning MIN/MAX temperature recording will be required for all VFC providers beginning January 1, 2017.
CDC recommends reviewing and recording minimum and maximum temperature readings at the beginning of each workday. This helps to ensure temperature excursions are identified quickly and corrections made to prevent vaccine loss. Staff should be trained on how to properly record MIN/MAX.
2. The following information must be documented on a temperature log posted on each refrigerator and freezer unit:

a. time and temperature readings 
b. initials of the person documenting these readings 

Providers may use temperature logs similar to those supplied in this Resource Book (or another form that has been approved by your LHD).

3. Out-of-range temperatures must be documented on the temperature logs and must be reported to your LHD.  If temperatures are out-of-range, the provider must call vaccine manufacturers to verify if the vaccine is viable. (See vaccine manufacturer contact information in the Resources section.) Detailed documentation of all actions taken as a result of out-of-range temperatures is required. 

4. Temperature logs and associated documentation must be retained and available in the agency for at least three years.

Vaccine Storage

1. Vaccine must be stored in the central area of the unit, not in the door, drawers/bins, or directly in front of vents/blowers. 

2. Refrigerated vaccine must be stored in its original box in baskets that allow good air circulation. Frozen vaccine must be stored in plastic trays on racks or shelves in the original packaging.
3. Water bottles must be stored in the refrigeration unit and ice packs in the freezer unit to help maintain a constant temperature range. 

4. MMR, MCV4, MMRV, varicella and zoster vaccines must be protected from light at all times. 

5. VFC providers must store vaccines at recommended temperatures immediately upon receiving a shipment. The temperature of the refrigerator must be maintained between 36( and 46(F (2(C- 8(C). Providers should try to maintain refrigerator temperatures in the middle of the range at approximately 40(F or 5(C. Freezer temperatures must be maintained between -58(F and +5(F (-50(C and -15(C). Post the Vaccine Storage and Handling Guide (see page 27) on refrigerator storage unit.

6. Private stock and VFC stock should be clearly marked and stored separately. 

7. The expiration dates of vaccines must be monitored at least monthly. Vaccine stock should be rotated and arranged in the refrigerator/freezer so that the soonest-to-expire vaccine is in front and used first. Notify the LHD of any vaccine stock that has an expiration date of six months or less, especially if the provider may not be able to utilize all of the vaccine
OPEN VIALS:  Please note that vaccines received under the VFC Program are exempt from the Joint Commission ruling requiring the discard of open multi-doses vial products 28 days after the open/puncture date unless otherwise stated on the manufacturers package insert. The complete Standards FAQ Details on Multi-dose vials can be viewed at the following link:  
http://www.jointcommission.org/standards_information/jcfaqdetails.aspx?StandardsFaqId=434&ProgramId=47 
8. Providers must balance physical inventory with the MCIR inventory on a monthly basis.

9. Vaccine usage should be monitored to ensure stock on hand accurately reflects vaccine need. All VFC providers are expected to maintain an adequate inventory of private stock vaccine for patients not eligible for VFC vaccine. 

Frozen Vaccine Transport Guidance
MDHHS, CDC, and Merck do NOT recommend transporting varicella-containing vaccines. If these vaccines must be transported during an emergency, it is recommended that they be transported in a portable freezer unit.
If a portable freezer unit is not available, as a last resort, varicella-containing vaccine that has not been reconstituted, may be transported using a portable refrigerator (recommended), insulated hard sided, or Styrofoam™ cooler for up to 72 continuous hours. Temperatures must be documented at the beginning and end of transport.  If transport will be longer than one hour, monitor and document the temperatures hourly. Immediately upon arrival to the backup location, label the vaccine(s) “DO NOT USE”, store the vaccine(s) in the refrigerator and contact Merck for guidance.  
Varicella-containing vaccines transported at temperatures outside the required range of -58˚F to +5˚F (-50˚C to -15˚C) cannot be put back into the freezer for future use unless approved by the manufacturer. 
Transported vaccine that has been exposed to refrigerator temperatures longer than 72 hours cannot be returned to the freezer. It must be used within the 72 hour time period or discarded. 

Vaccine Management Plan
All VFC providers are required to have a written vaccine management plan in place. A template has been provided in this section of the Resource Book to assist you in developing your plan. Post your plan in a prominent place (like the front or side of the vaccine refrigeration unit) for easy access by all staff working with VFC vaccines. 

At minimum, the written vaccine management plan must address the following areas:

· Storage and Handling

· Vaccine Ordering

· Vaccine Shipping

· Vaccine Emergency Plan

· Vaccine Inventory Control

· Vaccine Wastage

· Staff Training

The plan should be reviewed and updated at least annually or any time there is a change in staff responsible for vaccine management or a change in procedure. A ‘review date’ and signature are required on all plans to verify that they are current.

Vaccine Management Plan

This plan should be reviewed and updated annually or any time there is a change in staff responsible for vaccine management. (8/19/2016)
	VFC PIN #:
	

	Practice Name:
	     

	Primary Vaccine Manager for Vaccine Management:
	     

	Back-up Vaccine Manager for Vaccine Management:
	     

	Effective Date of Plan:
	     
	Date Plan Reviewed/Updated:
	     

	Signature of Individual Responsible for content of this Vaccine Management Plan:
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C) Temperature Log

Month/Year:
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REFRIGERATOR  2º to 8ºC

Calibration / Comments

Day of

Month
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am  MIN 
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Instructions:  Place an "X" in the box that corresponds with the temperature (column), day of the month, and am or pm (rows) for your temperature check.  

For freezer temps <20º, please record the actual temperature. Enter your initials and the time you monitored the temperature in the appropriate boxes.

When calibrating your thermometers, if the discrepancy is more than 1.5º C from the reading on the calibrated/certified thermometer, make adjustments 

and document the action. Store frozen vaccine at -50º C to 15º C. MIN/MAX  temperatures should be documented once every morning when the clinic opens.  

Record the minimum temperature under MIN and the maximum temperature under MAX. If you have a digital data logger record the MIN/MAXtemperatures 

on the log for both refrigerator and freezer units. If the temperature recorded is in the shaded area, TAKE ACTION, and follow your emergency response plan.
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Manual Defrost Storage Units

The CDC currently recommends stand-alone refrigerators and stand-alone freezers for vaccine storage. If an established provider is currently using a manual defrost unit they must have another storage unit to place the vaccine in for temporary storage that is capable of maintaining correct temperatures while defrosting the main unit. A frost-free unit with an automatic defrost cycle may be preferred if regular manual defrosting cannot be assured.
Because all storage unit are different, CDC has changed its guidance on how to manually defrost storage units and now refers providers to the manufacturer’s guidance on how to properly defrost your particular storage unit.
Providers using manual defrost units must have a defrost schedule in place in their vaccine management plan – and follow it!
How to Return Expired or Non-Viable VFC Vaccine to McKesson

CDC requires all expired/non-viable VFC vaccine be returned to McKesson so that the VFC Program can receive excise tax credit from the manufacturers. All expired or wasted VFC vaccine must be returned to McKesson by providers, with the exception of broken vials/syringes, open vials or drawn, but not used syringes. Broken/open vials and drawn, but not used syringes should be recorded in MCIR VIM and then discarded in a sharps container. Do not return private stock vaccine to McKesson.
Providers must complete the correct transactions in MCIR to transfer the expired/wasted vaccine out of their VFC inventory. These transactions populate the Returns/Wastage reports in MCIR. Once the Returns/Wastage report has been created and submitted to MDHHS a return shipping label will be emailed from McKesson directly to the VFC Primary Contact using the email address on file on the VFC Enrollment form in MCIR. 
Below is a screen shot of the email providers will receive. The only link you need to know and should use is the one circled in the screen shot below (Retrieve Your Shipment Label). 
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The label is only good for 30 days so please print it off as soon as you receive it. 

The emailed return label will be coded with an internal tracking number used by McKesson to manage vaccine returns. Because we no longer use a paper form, the only way McKesson can track what is being returned inside the box is through the label. It should only be used on the box containing the non-viable vaccine being returned to McKesson. Place all vaccine to be returned in a bag – do not put loose vials in the box. If you do not have McKesson shipping box, you can use any stable box or wait until your next vaccine delivery and use that box. 
Have the box picked up by UPS at their next visit to your office. In the event you do not have a place to hold the vaccine box until UPS arrives you may call your LHD to coordinate vaccine box pick up. The LHD will call MDHHS to request McKesson arrange a pickup with UPS. DO NOT CALL UPS for vaccine box pick up; this could result in a charge from UPS to you.  DO NOT CALL McKesson for vaccine box pick up. 
If you have not received an emailed label within a few days of the vaccine loss being submitted to MDHHS, please check your Spam/Junk folder. If you still cannot locate the label, contact your local health department for further assistance.
Correct VIM Vaccine Lot Transactions for Returns & Wastage Reports
The Return/Waste Reports in MCIR are populated by the transactions you create in your MCIR VFC inventory. The table below explains what transactions populate a Waste report and what transactions populate a Return report and shows the correct transactions you should be using to remove non-viable vaccine from your inventory. Using the correct ACTION and REASON transactions when removing the dose(s) from your VFC inventory ensures that the Return and Waste reports created in MCIR will be correct, too.

	These transactions populate a WASTE report

	Action
	Reason
	When to use

	ADJUSTMENT
	Breakage
	Vaccine is dropped, kicked out of hand by patient or otherwise broken.

	
	Drawn Not Used
	Vaccine is drawn up, but for some reason not used and could not be used later (always check and double check that the dose is needed and never pre-draw doses ahead of time).

	
	Unable to Locate
	Unable to locate vaccine when balancing your inventory. Please check with your LHD before using this transaction. Every effort should be made to locate the dose, including making sure all records/shots have been entered into MCIR, before using this transaction.

	
	Natural Disaster
	Vaccine could not be found due to a true natural disaster (flood, tornado, earthquake, etc.). Use of this transaction should be RARE.

	NON RETURN OPENED MDV
	Use this transaction to account for partially used multi-dose vial vaccine that has expired or is no longer usable due to storage/temperature issues. A partially used multi-dose vial cannot be returned to McKesson.

	


	These transactions populate a RETURN report

	Action
	Reason
	When to use

	RETURN TO DISTRIBUTOR
	Equipment Failure (too warm)
	Vaccine is no longer usable because the refrigerator/freezer got too warm.

	
	Equipment Failure (too cold)
	Vaccine is no longer usable because the refrigerator/freezer got too cold.

	
	Expired Vaccine
	Vaccine is no longer usable because it has expired. Use the Non Return Opened MDV transaction for partially used multi-dose vials of expired vaccine.

	
	Failure to Store Properly
	Vaccine is no longer usable because it was not stored properly (left out on counter, stored in door of unit, etc.)

	
	Power Outage
	The vaccine is no longer usable because the unit got too warm due to an interruption in power to the unit.

	
	Recalled
	Vaccine was recalled by the manufacturer and can no longer be used.

	
	Spoiled in Shipment
	Vaccine was spoiled during shipment (shipping delay or delivery error) and can no longer be used. 



VFC Program

EMERGENCY RESPONSE PLAN
Post on outside of refrigerator for all staff
	Practice Name:
	
	
	

	Primary Person Responsible:
	
	Phone:
	

	Secondary Person Responsible:
	
	Phone:
	

	Person with 24-hour access:
	
	Phone:
	


For a Power Outage: If you do not have a generator, identify a location with one (hospital, 24-hour store, etc.). Before transporting, call the back-up location site to ensure that their generator is working and that there is space to store your vaccine! Test your Response Plan to ensure it will work!!
Back-up Location
Ph#


How will you be notified of an outage?


For Unit Malfunction: Identify an alternate storage unit (or site), which would have the capacity to store vaccine in case of an equipment malfunction or failure:

Back-up Location
Ph#


Refrigerated vaccines must be transported in a cooler with conditioned water bottles.  

Frozen vaccines like varicella and MMRV should be transported with a portable freezer.

OTHER RESOURCES:
LHD Contact:
Ph#


CHECK AND RECORD REFRIGERATOR AND FREEZER TEMPERATURES TWICE A DAY

· Physically inspect the thermometers - once in the AM when the practice opens and once in the PM when the practice closes, even if you close early.

What to do if a power failure occurs, the refrigerator door was left open, the temperature was too cold, the refrigerator/freezer was unplugged, or any other situation which would cause improper storage conditions:

1. Close the door and/or plug in the refrigerator/freezer.

2. Record the current temperature of the refrigerator/freezer.

3. Store the vaccines at appropriate temperatures. Make sure that the refrigerator/freezer is working properly or move the vaccines to a unit that is. Do not automatically throw out the affected vaccine. Quarantine and label the vaccine DO NOT USE.
4. Collect essential data on the reverse side of this sheet and notify the local health department.
5. Call all manufacturers of affected vaccine(s) (see table on the backside).

6. Document all actions taken.
Turn over for Emergency Response Worksheet

 EMERGENCY RESPONSE WORKSHEET

Fill out this worksheet prior to calling vaccine manufacturers. This information will 

assist you on that call and will provide you with a permanent record of the event.

1.
Current temperature of refrigerator:


Max/min temperature reached:



2.
Current temperature of freezer:


Max/min temperature reached:



3.
Amount of time temperature was outside normal range:
refrigerator


freezer:



Refrigerator

	Vaccine and Lot #
	Expiration Date
	Amount of Vaccine
	# of Opened Vials

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Freezer

	Vaccine and Lot #
	Expiration Date
	Amount of Vaccine
	# of Opened Vials

	
	
	
	

	
	
	
	

	
	
	
	


CALL ALL MANUFACTURER(S) OF AFFECTED VACCINE(S):
	Vaccine
	Manufacturer
	Telephone Number

	IPOL (Polio), Daptacel (DTaP), DT, Pentacel (DTap-IPV-HIB), Tenivac (Td), Adacel (Tdap), ActHIB, Fluzone (Influenza), IG, Rabies, Menactra (Meningococcal conjugate)
	sanofi pasteur
	1-800-822-2463

	Recombivax (Hep B), MMR, Varivax (Varicella), PedvaxHIB, Gardasil (HPV9), Pneumovax (pneumococcal polysaccharide), VAQTA (Hep A), ProQuad (MMRV), RotaTeq (Rotavirus), Td, Zostavax (Zoster)
	Merck 


	1-800-672-6372



	Infanrix (DTaP), Pediarix (DTaP-Hep B-IPV), Engerix B (Hep B), Fluarix  III & IV, Flulaval,  Havrix (Hep A), Hiberix (Hib), Kinrix (DTaP-IPV), Cervarix (HPV2), Boostrix (Tdap), MenHibrix (HibMenCY), Rabies, Rotarix (Rotavirus),  Bexsero (MENB), Menveo (Meningococcal conjugate)
	GlaxoSmithKline
	1-888-825-5249

	Prevnar (PCV13), Trumenba (MENB)
	Pfizer 
	1-800-438-1985

	Fluvirin (Novaris Influenza), Flucelvax (Novartis Influenza)
Afluria (CSL Influenz)
	Seqirus
	1-800-234-1464


Check the status of your order by going to Order History/Status under the VFC Program on your MCIR home screen, selecting the order and then clicking on the Order Log tab.








Vaccine Storage & Handling


Outline the steps your practice follows to ensure appropriate storage and handling of vaccine. Be sure you include the following information:


Type of unit(s) used to store refrigerated and frozen vaccines (No dormitory style units)


What can and cannot be stored in the unit(s)


What temperatures range should be maintained


Type of temperature monitoring device(s) used (must include calibrated thermometers with current certification)


Is there a calibrated, certified back-up thermometer available on site? If not, please describe your plan for how a back-up thermometer will be accessed if needed.


How often temperatures are checked and where this information is recorded, by whom


How vaccine is stored inside the unit (in original boxes placed in open weave trays, stacked with good air circulation, in center of unit - not in doors or drawers, etc.)


Aids you have in place to help maintain proper temperature (water bottles, ice packs)


How VFC vaccine is separated from private stock vaccine


How you protect the unit from being unplugged


How you protect the circuit breaker from being inadvertently turned off


How do you respond to temperatures out of range


Describe routine maintenance of vaccine storage units (e.g. monthly cleaning of condenser coils and motor, cleaning interior of unit, checking seals) 


Consider an equipment logbook for each unit to include serial numbers, date of installation, dates of routine maintenance, dates of repair or service, and names of companies and people performing services.









































Vaccine Ordering


Outline the steps your practice follows when ordering vaccine. Be sure to include the following information:


How you determine how much vaccine and what presentation to order


How often you order vaccine


Whether or not you order with a one month supply on hand to allow for vaccine delivery time (to avoid running out)


Balancing inventory and submitting required supporting documentation to LHDs with order (includes temperature logs, public doses administered report and ending inventory report all run within ten calendar days of the date the order is submitted)


How your order is submitted for processing


Primary and back-up persons are set up as E-order contacts in MCIR and they are both properly trained to place orders





































































































































































































































































































































































































































































































































































































Vaccine Shipping (Receiving & Transporting Vaccine)


Outline the steps your practice follows when you receive vaccine. In addition, outline the steps your practice follows/would follow if you needed to transport vaccine to another site. Be sure you include the following information:


Receiving Vaccine


Primary vaccine manager and back-up vaccine manager are set up as E-order contacts in MCIR and both receive MCIR emails


Who is authorized to receive, inspect and store vaccine orders for the practice


What is physically done with vaccine immediately upon receipt, stock rotated with short dated vaccine in front to be used first, etc.


How vaccine order is entered/verified in MCIR


What is done with the packing slip


Transporting Vaccine


What scenario might facilitate the need to transport vaccine


How vaccine is packed for transport to another site 


What kind of supplies are on hand for transport (coolers, conditioned water bottles, portable refrigerator, portable freezer, data loggers, etc.)











Vaccine Emergency Plan


Outline the steps your practice would follow if your vaccine would need to be relocated in the event of a power failure or mechanical difficulty. Remember, a generator will assist in a power outage, but will not help if the refrigeration unit quits working or is not working properly. Be sure you include the following information:


How you document what is happening with the unit


How you record what vaccine is being relocated and where


How you transport the vaccine


The name and address of a back-up location if you are not able to store the vaccine on site (The Emergency Response Plan outline from the Resource Book for VFC Providers can be used)


How you document temperatures during transport and at the back-up location


How often you test your emergency response plan











Vaccine Inventory Control


Outline the steps your practice follows to ensure that vaccines are rotated and the vaccine with the shortest expiration date is used first.


How staff is educated on the correct use of VFC vaccine


How often vaccine is checked to verify the expiration dates


What steps you take if you have vaccine that will expire within 6 months…3 months


When do you call the LHD about stock that is soon to expire or stock you cannot use


Measures you take to use up excess stock or soon to expire stock (recall, using single antigens instead of combo vaccines, etc.)




















































































































































































































































































































































































































































































































































































































Vaccine Wastage


Outline the steps your practice follows if you waste vaccine. Wastage includes vaccine that has expired, vaccine that was administered incorrectly, vaccine that was not stored or handled appropriately, etc. Be sure to include the following information:


What updates are provided for staff to educate on vaccines and handling


How staff is educated on correct vaccine administration techniques


Who records doses wasted in MCIR VIM. Is there a designated back up person? Do they know the correct transactions to use in MCIR to remove expired/wasted vaccine?


What procedure you follow if you have a vaccine loss (i.e., who contacts the LHD and manufacturer to determine viability, how is wasted vaccine separated from viable vaccine until returned to manufacturer, who ensures the vaccine is transferred out of inventory in MCIR, who creates out the Returns/Wastage report, etc.). Expired vaccine must be removed immediately! 


How staff is made aware of the vaccine replacement policy for wasted vaccine














































































































































































































































































































































































































































































































































































































Staff Training


Outline the steps your practice takes to train staff on vaccine management including storage and handling.  All staff members who handle or administer vaccines should be familiar with storage and handling policies and procedures at their facility. This includes not only those who administer vaccines, but also anyone who delivers or accepts shipments or who may have access to the units where vaccines are stored.  


How staff is trained to understand the importance of vaccine cold chain maintenance


How training is integrated into new staff orientation


How you ensure training occurs when recommendations are updated or when new vaccines are added to the facility’s inventory


What accountability checks are in place to ensure policies and procedures are followed


What additional resources are posted/available for staff to reference (Michigan’s Vaccines for Children (VFC) Program Resource Book, � HYPERLINK "http://www.michigan.gov/immunize" �www.michigan.gov/immunize�, � HYPERLINK "http://www.aimtoolkit.org" �www.aimtoolkit.org�, free in office educational sessions by the LHD (VFC, Storage & Handling), etc.





NOTE:  While it is important that all staff working within the VFC Program receive annual training, it is a requirement that both the primary VFC Vaccine Manager and the Back-up Vaccine Manager receive annual training. This can be accomplished by attending the site visit conducted by the LHD. Otherwise, both the primary and back up VFC Vaccine Managers must complete 2 educational trainings from either CDC’s You Call the Shots (Storage and Handling or VFC Program) or an Immunization Nurse Educator (INE) training session (Vaccine Management or VFC Program) or one of each type of training. These trainings are free.
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