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I. POLICY AND GENERAL CLINIC POLICY

PURPOSE

One of the major goals of the Office of Public Health (OPH) is to promote health through the
prevention of illness and death. Immunization has proven to be a safe and effective way of
preventing the morbidity and mortality of many infectious diseases. The low cost and high
efficacy of vaccination ensures that every dollar spent on vaccination is repaid many times over
because of reduced hospital costs, in addition to lives that remain productive. Accordingly, the
Office of Public Health has made immunization of every child in Louisiana a high priority. The
Louisiana Legislature supported this philosophy by requiring immunization for all children in
schools and child care facilities in Louisiana.

Immunization is a complicated subject. It requires knowledge about numerous vaccines,
preparation for the rare side effects, and effective communication with people. This
immunization manual is published so that Office of Public Health personnel will have clear
guidelines regarding immunization policies for clinics conducted by OPH, and will always have
access to the latest information about vaccination. The authors have organized this section of the
manual into:

l. Policy and General Clinic Policy

I Policy Regarding Clinic Organization

II. General Policy Regarding Immunization

IV.  OPH Program Vaccine Policies

V. Policies Regarding Specific Immunizations

VI. Miscellaneous Immunization Information

It is hoped that this Immunization Manual will provide quick and simple answers to the many
questions that arise during immunization clinics.

Immunization Policies and Procedures Manual



POLICY ON CLINIC SCHEDULING

Policy:

1. The scheduling of times and places for immunization clinics is a local and regional
responsibility.

2. Clinics shall be held at times and places that effectively promote vaccination and make
efficient use of staff time and facilities.

3. Scheduling shall be periodically reviewed to ensure that the schedule still fulfills program
goals.

4. During power outage and/or Louisiana Immunization Network for Kids Statewide (LINKS)
system failure individuals should bring their personal immunization record to the clinic.
Individuals without their personal immunization record shall be given age appropriate
vaccinations.

5. Individuals being served at the time of power or system failure would have their vaccinations
recorded in the Vaccine Administration Record, Vaccine for Children (VFC) Patient Eligibility
Screening, AND Registry Authorization (Imm-5, Revised). A copy of the record brought by the
parent should be attached to the Imm-5 form. Providers should be aware that this is the only
form that is mandated by the Vaccine Injury Act of 1986. To obtain a blank copy of the VFC
VAR form in LINKS, sign-onto LINKS registry, go to ‘REPORTS’ and scroll down to
‘STATE REPORTS’ and then select ‘VFC VAR BLANK” to print copies.

6. A copy of the patient’s updated immunization record will be mailed no later than a week after
system becomes operational.

Rationale:

The goal of the OPH Immunization Program is to provide immunization services and education
in the most effective and efficient manner. Effective immunization clinics promote high
vaccination coverage levels by being held in locations and at times that provide access to the
individuals and families who need vaccinations. Effective clinics promote vaccination by
providing prompt service in a pleasant atmosphere. Efficient immunization clinics correctly
vaccinate a maximum number of children with limited staff time and resources. Because of
tremendously varying conditions in this large and diverse state, immunization clinics are best
scheduled by staff most familiar with local conditions using clinic audit results and assessments
to identify local needs.

Clinic scheduling to promote access is encouraged. Clinics are expected to provide
immunizations to walk-in clients during all business hours whenever possible. Clinics are also



encouraged to provide regularly scheduled extended hours on weekends or evenings. This
improves access for working families and can improve immunization coverage.

VACCINE ADMINISTRATION RECORD,
VACCINE FOR CHILDREN (VFC) PATIENT ELIGIBILITY SCREENING, AND REGISTRY AUTHORIZATION

Information About Person Receiving Vaccine:

Last Name: I First: Middle: DOEB: I Age:
Name (Parent or Guardian, if applicable): Phone Number:

Address: I City: State: I Zip:

| agree to allow information about all vaccinations given to me or to the person for whom | am authorized to consent to be released to other medical care
providers, schools, child care, or head start centers to avoid the administration of ur y inations and to d ine immunization status. | understand
that this will remain in effect until canceled by me in writing.
Signature of Parent/Guardian or adult vaccine receipient

FOR CLINIC USE ONLY
This child qualifies for vaccination through the VFC program because he/she (check only one box); or .............Is not qualified

(a) is enrolled in Medicaid |(b) does not have health insurance ;(c} is American Indian or Alaskan Native

| certify that the Important Information Statement(s) for the vaccines(s) indicated as administered below were presented to the person or parent /guardian named
above at this clinic and on the date shown here.

Clinic: Date Vaccinated: Signature and title of the Vaccine Administrator
DTaP DT Td DTaP-Hib 1PV MMR HIB
Manufacturer and Lot#: Manufacturer and Lot#: Manufacturer and Lot#: Manufacturer and Lo%#:
Expiration Date: Expiration Date: Expiration Date: Expiration Date:
Site of Injection: Site of Injection: Site of Injection: Site of Injection:
VIS Pub Date: VIS Pub Date: VIS Pub Date: VIS Pub Date:
Immunization & Dose Immunization & Dose Immunization & Dose Immunization & Dose
DT Td DTaP DTaP-Hib 1PV MMR
12345 12345 123 1234
HBV HAV VARICELLA FLU
Manufacturer and Lot#: Manufacturer and Lot#: Manufacturer and Lot#: Manufacturer and Lot#:
Expiration Date: Expiration Date: Expiration Date: Expiration Date:
Site of Injection: Site of Injection: Site of Injection: Site of Injection:
VIS Pub Date: VIS Pub Date: VIS Pub Date: VIS Pub Date:
Immunization & Dose Immunization & Dose Immunization & Dose Immunization & Dose
HBV HAV VARICELLA
1234 123 123 1234
PPV PCV-7 OTHER OTHER
Manufacturer and Lot#: Manufacturer and Lot#: Manufacturer and Lot#: Manufacturer and Lot#:
Expiration Date: Expiration Date: Expiration Date: Expiration Date:
Site of Injection: Site of Injection: Site of injection: Site of Injection:
VIS Pub Date: VIS Pub Date: VIS Pub Date: VIS Pub Date:
Immunization & Dose Immunization & Dose Immunization & Dose Immunization & Dose
PPV PCV-7
12345 12345 1234 1234




POLICY ON PUBLICITY FOR IMMUNIZATION ACTIVITIES

Policy:

Local and regional staff will have primary responsibility for public information regarding parish
health unit immunization clinics as prescribed by the Department of Health/Office of Public
Health (LDH/OPH) policy. Assistance may be requested from the Immunization Program Office
in New Orleans.

Rationale:

Local public events such as immunization clinics are best publicized through the local media and
other sources of local public information through the LDH Office of Public Health Media
Communications Section. In addition to the local news media (newspaper, radio and TV, if
available), there are many sources of local public information such as school, church, and
voluntary organizations. OPH staff should maintain an effective liaison with these groups to
ensure adequate public knowledge of local OPH activities. Public information campaigns are
also carried out by the state "Shots for Tots" activities and the United States Centers for Disease
Control and Prevention.



POLICY ON EDUCATIONAL ACTIVITIES (HEALTH EDUCATION IN
IMMUNIZATION CLINICS)

Policy:

1. A concentrated effort shall be made by local and regional offices to provide health education
and information regarding immunization at every opportunity.

2. The design and implementation of health education programs is the responsibility of local and
regional personnel. Assistance and materials may be requested from the Immunization
Program in New Orleans.

3. On aregular basis, every regional and parish health unit will review its efforts in health
education, and strive to improve this component of the immunization program.

Rationale:

Education strengthens a patient’s / parent’s ability to act on their own behalf in the prevention of
disease, by giving the patient or parent knowledge-- the most powerful of all tools. Health
education is a dynamic process, which enlists the many skills, interests, and the resourcefulness
of the persons involved. Health information is a passive approach using printed or audio-visual
materials. There are many opportunities to present educational material regarding immunization.

Some examples are:
¢ Pre-Clinics: Media publicity, activity in schools, speakers for community groups.
e During Clinic: In the waiting room; coloring books, posters for walls, pamphlets for
distribution, use of audio-visual presentations such as immunization video tapes and

small conferences.

e With the nurse: this is the best time for person-to-person educational process (health
education); the potential benefits are highest during this time.

e After Clinic: Printed information on immunizations and side effects given to parents;
availability of personnel in the event if problems or questions arise.



POLICY ON CHECKING IMMUNIZATION STATUS OF ALL CHILDREN
RECEIVING SERVICES THROUGH THE HEALTH DEPARTMENT

Policy:

The Immunization status of all children receiving services through the health department shall be
reviewed at every visit; this includes private care WIC patients.

The following steps should be taken in regards to determining immunization status and
immunizing private care WIC patients in the parish health units:

e Each private care WIC patient’s status of immunization shall be checked at each visit by
use of the LINKS immunization registry or assessing the patient’s immunization record.
The immunization record shall be checked to see if it has been entered in the LINKS
registry with documentation of the most current immunizations received. Encourage the
parent or guardian to bring the immunization record at each clinic visit.

e If the patient has no immunization record, urge the parent or guardian to obtain one from
the private physician or obtain a signed Release of Information form that allows for the
exchange of immunization records between the private physician and the Health
Department.

e For the child who is up-to-date, the parent or guardian should be so informed, and also
told when the next immunizations are due.

e For the child who is behind in the immunization schedule, the parent or guardian should
be so informed, and offered the option of having the immunizations at the parish health
unit at that visit, or seeing the private physician as soon as possible to have the
immunizations.

e If the child is not present at the visit to the parish health unit, the parent or guardian should
be urged to have the child immunized as soon as possible at the parish health unit or at the
private physician’s office.

For further information on the linkage of Immunization and WIC services see MMWR 1996;
45(10): 217-218 or www.cdc.gov/mmwr/preview/mmwrhtmIl/00040658.htm on the internet.



http://www.cdc.gov/mmwr/preview/mmwrhtml/00040658.htm

POLICY ON MAXIMIZING TIME SPENT WITH PARENTS DURING
IMMUNIZATION CLINICS
Policy:

1. It is the policy of the Office of Public Health to maximize the time that parents/patients and
the health professional spend together.

2. The health professional will continuously review practices and procedures so that adequate
time may be spent with each parent/patient, according to specific circumstances involved.

Guidelines:

The following guidance is provided to help accomplish this policy of using time to maximum
mutual advantage.

The Setting:

A. Establish the setting in the most efficient manner possible, assuring that needed
supplies and their layout are completed before patients enter the clinic area.

B. Establish a setting conducive to interaction by eliminating to the highest degree possible,
other activities, conversations, and non-essential personnel from the immediate clinic area.

Interaction-System:
A. A routine sequence of actions that is followed rigorously should be developed by each
health professional to facilitate problem identification and to use the time available to
educate the patient about the importance of keeping their children immunized on schedule.

Health Education:

A. Develop a systematic approach to allow inclusion of time to provide health education
during all parent/patient contacts.

B. The following sequence of health education may be useful:
1. Review importance of immunization and how immunizations work.

2. Review details of specific vaccines including important information statements or
vaccine information pamphlets and other materials presented in writing.

3. Review importance and need for boosters, and remind parents/patients to return for the
next immunization appointment.



4. Remind parents/patients to report an adverse event following immunization.

C. Continuously review and assess the many ways in which a health professional can make
maximum use of time spent with parent/patient during the immunization process.

D. Continue to search for the desirable flexibility in individual approach to allow
fulfillment of this policy.



POLICY ON ASSISTANCE TO FOREIGN TRAVELERS

Policy:
The Office of Public Health provides the following services for international travelers:

1. Advice to travelers, or their physicians, on the need for certain immunizations, biologics,
medications, or other precautions that may be necessary to maintain their health when
traveling overseas (Refer to the yellow book — CDC Health Information for International
Travel — current version to provide foreign travel information specific to visiting countries or
check the CDC website).

2. Clinics conducted by the Office of Public Health shall not provide immunizations or biologics
to international travelers except those designated as International Travel or yellow fever
vaccination centers with the exception of bringing children “up-to-date” for their normal
childhood immunizations and giving adults Td boosters as appropriate for their immunization
status. Only those health unit clinics designated as approved yellow fever vaccination centers
shall provide yellow fever vaccinations.

Guidelines:

Inquiries made to the regional office or parish health unit for information on requirements and
recommendations involving immunizations for international travel should be referred to the
Infectious Disease Epidemiology Section at (504) 219-4563 or visit the Centers for Disease
Control and Prevention website under Travelers’ Health at http://www.cdc.gov.

Persons requesting immunizations not included in the above policy statement (i.e., typhoid,
immune serum globulin, polio vaccine for adults) shall be referred to their private physicians.
Persons needing yellow fever vaccinations shall be referred to the nearest yellow fever
vaccination center.


http://www.cdc.gov/

Il. POLICY REGARDING CLINIC ORGANIZATION

PROTOCOL FOR IMMUNIZATION CLINIC ORGANIZATION

Objectives:
1. To assure that all needed equipment, orders, and forms are readily available in the clinic room.

To make recommendations that will assist OPH staff in providing immunizations to Louisiana
children in an efficient and effective manner.

Equipment Educational Materials
Syringes — Needles Pamphlets
Alcohol sponges (cotton balls) Posters
Dry cotton balls "Guide to True/False Contraindications to
\Vaccination"
Band Aids
Emergency Tray
\Vaccines

Ice chest w/ ice packs for clinic area
vaccine storage

Sharps disposal container

IAlcohol-based hand cleansers

Space

Waiting Area

Clinic Room

Forms/Orders

Current Important Immunization Policy Manual, Access to:
Information "Pediatric Red Book", "Control of
Pamphlets/Statements Preventable Diseases in Man", and current
copy of “Epidemiology & Prevention of
'Vaccine Preventable Diseases” course book.

Orders from Medical Consultants

Emergency Management protocol

Immunization Record entry in
LINKs Patient Education Materials
Child's Immunization Records

Staff

Sufficient staff is needed to cover expected attendance at clinic and knowledge in the handling of
emergency reactions to vaccine.
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Procedure

1. Assess needs - pre-plan and estimate how many children will attend the immunization clinic.
2. Publicize the clinic schedule.

3. Coordinate with school nurses.

4. Order enough vaccine and supplies for a one month period.

Set up the immunization site with sufficient vaccine (properly stored), related supplies, and with
provisions for safe waste disposal.

Assign appropriate personnel to clinic activities. See Chart below for suggested duties and
responsibilities.

Suggested Duties/Responsibilities Clerk  |[Volunteer |Public Health Nurse

Greeting patients on arrival N
Determining purpose of visit

Pulling Old Records

Making New Records/LINKSs data entry
*Giving Information Statements or
\Vaccine Information Pamphlets

Review Information Statements or
Vaccine Information Pamphlets
Reviewing Immunizations Needed
Providing Pre-Immunization Education
Interviewing Individual Patients
Reviewing Contraindications
Administering Immunizations
Providing Post-Immunization &
Side-Effects Information

Giving Return Appointments

Filling Out Patient LINKs Record
Completing Nurses Time Report

\/

< 2 |2 |2 <2

2 |2 ]

2 |2 |<_ P = = = =N = = <




Note: In some cases it will be necessary to determine which specific immunizations

are needed before important information statements or vaccine information pamphlets
are handed out. In those situations, a nurse will instruct the clerk as to the appropriate
information statements or vaccine information pamphlets needed.

The nurse in the clinic shall be responsible for:

1

N

w

o

(621

(2]

. Administering all of the appropriate immunizations;

. Instructing parents about and assisting in positioning or restraining of children;
. Maintaining aseptic technique during clinic;

. Assuring that the vaccine cold chain (use of ice packs) is maintained,;

. Proper disposal of syringes, needles and other waste supplies after clinic;

. Explaining any possible side effects and recommendations regarding immunizations received.

12



RECOMMENDATIONS

1.

If two nurses are giving immunizations, arrange separate or screened areas for each nurse to
provide privacy for discussion and vaccine administration.

. Have one nurse complete the entire sequence of events for a given patient, i.e.,

contraindications, precautions, questions/answers, immunizations, reactions, and
next appointment.

. Take advantage of waiting room time to provide educational activity.

When possible as parent/child leave immunization room/space, have the clerk or a volunteer
send in the next person (this may help maximize efficiency of nursing time).

. If there is an obvious communication problem due to a language barrier and someone is

available in the office that can help, bring them into the setting early to avoid disruption and
confusion on the part of the parent or child as to what is going to happen. Contact the
Language Line for assistance with language interpretation (e.g., Latino/Hispanic population) at
1-800-367- 9559.

13



ORDERING OF IMMUNIZATION SUPPLIES
Policy:

1. Each parish health unit/clinic facility must have a designated nurse (preferably the supervisory
nurse) whose responsibilities include:

A. maintaining adequate inventories of vaccines and related supplies

B. ordering/receiving vaccines and related supplies and compare vaccine received with
vaccine invoice

C. proper storage of vaccines and related supplies immediately upon arrival

D. checking expiration dates and taking appropriate action with outdated vaccines/supplies and
any discrepancies with vaccine shipment order

2. There must be a designated alternate nurse (in offices with more than one nurse) to serve when
the designated nurse is absent from duty. It is recommended that a protocol be posted for all
staff regarding vaccine deliveries and whom to contact regarding vaccine shipments in
conjunction with storage and handling requirements.

Procedure:

The designated nurse is responsible for maintaining the designated ordering schedule for
vaccines and supplies based on past usage, anticipated need, and storage capability. The order
submitted by the parish health unit should allow for at least two weeks between submission of
the requisition and receipt of the materials.

The designated nurse will compile a list of all needed vaccines -to be submitted through the
Vaccine Ordering Management System (VOMS) in LINKS. All other biologics and supplies,
such as PPD, infant formula, syringes, etc., should be ordered using the form AC-23. AC-23
requisitions will be signed and forwarded to the Pharmacy for processing.

The procedure for ordering is as follows:

VOMS must be used to order all vaccines.

The AC-23 requisition must be used when ordering other biologics and supplies.

The designated nurse shall submit the vaccine order through VOMS. The AC-23 requisition
should be completed by the nurse/clerk and approved by the cost center manager.

The Immunization Program will approve the requisition after it is received and reviewed and
then submit the order to McKesson Specialty Distribution for processing and packing.

14



All vaccine shipments will be handled by McKesson Distribution to the recipients.

Upon receipt of the vaccine shipment, the designated nurse or alternate will make sure that the
order is complete and ensure proper storage and refrigeration. All vaccines received shall be
received through VOMS to populate the inventory. Discrepancies in vaccine orders should be
directed to the Immunization Program at (504) 568-2600. Discrepancies in biologic or supply
orders should be directed to Pharmacy Services at (504) 568-5022.

The designated nurse or alternate should place all immunization materials (i.e., biologics,
vaccines, etc.) in the proper refrigeration for storage and inventory.

15



VACCINE STORAGE REQUIREMENTS

The success of efforts against vaccine-preventable diseases is attributable in part to proper
storage and handling of vaccines. Exposure of temperatures outside the recommended ranges can
affect potency adversely, thereby reducing protection from vaccine-preventable diseases. Good
practices to maintain proper vaccine storage and handling can ensure that the full benefit of
immunization is realized.

NOTE: Each facility should post the Vaccine Storage and Handling Plan on or near the vaccine
storage equipment and ensure all staff is trained regarding plan.

Policy:

1.

Vaccines are to be stored in parish health units and regional laboratories according to the
manufacturers’ recommendation as given in the package insert.

. Vaccines should be stored centrally in the refrigerator or freezer, not in the door or on the

bottom of the storage unit or vegetable bins (crisper), and sufficiently away from walls to
allow air to circulate. Post warning signs (i.e., Do Not Unplug) on the refrigerator and
freezer to prevent inadvertent unplugging of the unit.

. Vaccines that have been improperly stored will be removed from the clinic area to prevent

accidental use, and returned to the Immunization Program in New Orleans. The regional
Immunization Consultant must be notified of the return.

. Digital data loggers must be used to monitor temperatures for each freezer and refrigerator

compartments that are used to store vaccine or biologics. Temperatures must be logged twice a
day along with the minimum/maximum temperatures on a daily basis and the log should be
maintained for at least 3 years per unit. Please see the log sheet. Calibration must be traceable
to standards provided by the National Institute of Standards and Technology (NIST) —a U. S.
government agency within the Department of Commerce or a laboratory recognized by NIST.
Calibration can be traceable to NIST using American Society for Testing and Materials
(ASTM) methods for the calibration process.

. Rotate stock and ensure that vaccines with the earliest expiration dates are to be used first and

are in front of vaccines with longer expirations dates. Check and rotate your stock weekly with
a monthly review of rotation and documentation. The designated staff person should rotate
stock when new vaccine is added to inventory.

. Effective January 2009, dormitory style refrigerators are not acceptable for permanent or long-

term storage of vaccines. Refrigerators and freezers used for vaccine storage must comply with
the following requirements: a) be able to maintain required vaccine storage temperatures year-
round; b) be large enough to hold the year’s largest inventory; c) at minimum, have a working
certified and calibrated thermometer inside each storage compartment; and d) be dedicated to
the storage of vaccines.
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7. Effective August 1, 2016, all school-based health centers (SBHCs) enrolled in the Vaccines
for Children (VFC) program are required to use digital data-logger thermometers to monitor
temperatures of refrigerators and freezers used to store VFC vaccine. Backup thermometers
kept in these facilities must also be data loggers by the above effective date.

8. Effective January 1, 2018, all other, non-SBHC healthcare providers enrolled in the VFC
program are required to use data-logger thermometers as mandated by the Centers for
Disease Control and Prevention.

Rationale:

Vaccines and biologics that are not stored properly lose potency and are ineffective as
immunizing agents.

Information:

The vaccine storage information given in the table on the next page is current as of the
publication of this manual. Any questions on storage requirements and problems should be called
to the Immunization Program at (504) 568-2600.

Proper temperature monitoring is the key to proper cold chain management. Thermometers should be
placed in a central location in the storage compartments, adjacent to the vaccine. Temperatures should
be read and documented on the temperature log. Immediate action must be taken to correct storage
temperatures that are outside the recommended ranges. Mishandled vaccines should not be
administered. Storage requirements for vaccines are as follows:

VACCINE TYPE Freezer Refrigerator Protect Do Not
-15°to-2° C 2°t0 8°C from Freeze
0° TO 30°F 36° to 46° F Light

POLIO (IPV)* N N

DTaP, DT, Td, Tdap* N N

MMR L v N N

HIB* N N

VARICELLA N N

MMR-VAR N N

HAV N N

HBV* N N

INFLUENZA N N

HPV N V v

PNEUMO (PPSV) N N

PNEUMO (PCV) N N

MCV4 N N

ROTAVIRUS \ \

RABIES \
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YELLOW FEVER

R

COVID-19

https://Idh.la.gov/assets/oph/Center-PHCH/Center-

PH/immunizations/StorageAndHandling QuickReference.pdf

https://Idh.la.gov/assets/oph/Center-PHCH/Center-

PH/immunizations/PediaCOVIDVaccineStorageGuide.pdf

1 Measles, Mumps, and rubella vaccine (MMR), or any single antigen components are not
damaged if stored at freezer temperatures but should not be routinely stored in the freezer

compartment.

* Applies to combination vaccines with these antigens
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https://ldh.la.gov/assets/oph/Center-PHCH/Center-PH/immunizations/StorageAndHandling_QuickReference.pdf
https://ldh.la.gov/assets/oph/Center-PHCH/Center-PH/immunizations/StorageAndHandling_QuickReference.pdf
https://ldh.la.gov/assets/oph/Center-PHCH/Center-PH/immunizations/StorageAndHandling_QuickReference.pdf
https://ldh.la.gov/assets/oph/Center-PHCH/Center-PH/immunizations/PediaCOVIDVaccineStorageGuide.pdf
https://ldh.la.gov/assets/oph/Center-PHCH/Center-PH/immunizations/PediaCOVIDVaccineStorageGuide.pdf
https://ldh.la.gov/assets/oph/Center-PHCH/Center-PH/immunizations/PediaCOVIDVaccineStorageGuide.pdf

Temperature Log for Refrigerator - Celsius ~ Montn/fear VFCPINoratherID¥___ mgia

DAYS 1-13 Facility Mame
Manitor imperatires closely! leuchm if temp iz out of range—too warm [sbove 8*C] or too cold [below 2°C).
1. ‘Write your inttials below In “Staff Inttiale.” and ncta the tims In “Exact Time." . Labs| wposed vaccing “do riot uss,” and store it under propar conditions 2z quickly 2z possibla.
2. Fscond temps twice sach workday. Do ot ciscard vaccings wnkss directed to by your state)local health department and for the
3. Record the min|max femps once sach woriday—praferably In the moming. manifacharer{s).

ra

4. Putan “3" Intha row that cormaspands to the reffigerator's temparaturs. . Rucond the out-af.rangs temps and the mom temp In the “Action” arez on tha bottom of tha log,
3. If any out-of.rangw temp, 3ea Instractionss to tha right. . Wty your vaccing coordimabos, or call the Immuantzation program at your state or local health
&, After sach month has ended, save sach month's log for 3 years, unless statelecal departmant far Fuidanca.

Jurisdictians requirs a langer period. . Documsnt the action tzken on the “Vaccing Storape Troublashooting Record” on page 3.

e

s

Day of Month 1 1 1 4 3 & 7 H] 5 e} n 12 13 T4 13

Staff Initials

ARCLEM | AM | PR | AW LW [ AN | ORM [ AW L RM | AR | P | AW | EM | AM DM [ AR DR ) AR | R ) AM | ORM | AW | ORM | AL RR | AW L RR | AM | EW

Exact Tima

kin /M ax Tamp , ; i s ‘ - ; d p i s ’ s / s
[mecw prevican mading) - & : I # - & ¢ Iy # &
-'I i h ’ -~ s -'. S - o~ g

Danger] Temperatures shove §°C are too warm! Write any out-ofrange temps and room temp on the lines below and call your state or local health department immediatelyd
&C
rc
6°C

:
:
s
B
:
§
-

°C

f 4l Writwany mt-afnngs
5] turepn [abown B or
=W badow () e
u
<

Pz Tamparnturs

Hpeu barve: 0 vmecing wingg: imnue, ales comphote S¥aexine Siorage Troublosheoting Reooed” fousd cn page 3.

Adapled wilh spprerinsonfrors Cxlioeni Deparimesd of Fubb licath

SRS B THE Tmbrat v i iy S b o C s el Brrrarsinn

IMMURIZATION ACTION COALITION 1573 Selby Avenua * 5t Paul, MN SR04 * E31-647-5009  www.Immuniza.org * wew vaccinelnformation.org | wessmransacogicsiga /7 o e 473077 JUT3)
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Temperature Log for Refrigerator - Celsius

DAYS 16-31

Monitor iemperarures closely!

1. 'Write your inttials below in “5tf Inttials.” and note the time In = Exad Time."

2 Record temips fwice sach workday.

3. Fwcord the min/max temps once sach workday—preferably in the moming.

4, Putan X" In the row that comesponds to the reffigerator's temparaturs.,

3. Ifany out-of-ranga tamp, sea Irstnactions to the right.

&. Afber gach manth as anded, save sach manth's log for 3 years, unlass stata/locl

Jurisdictians requirs 2 longer period.

MaonthYear VFC PIM or other D # g 1573

Facility Name

Take action if temp is out of range—too warm [above §°C) or too cold [below 2°C).

1

[

Labs| weposed vaccing “do not uss,” and store It under proper conditions 2s quickly as possibla.
Do mot discard vaccines unkss directed to by your statejlocal health department and|for the
manufzcharer (s}

. Record the out-of-rangs temps and the room temp in the “Action™ area on the bottom of the log,
. Naortfy your vaccing cnordirabor, or call the Immuntzatan program at your state or kel health

departmant for guidanc.

. Documernt the action taken on the “vacdna Storage Troubleshooting Record™ on page 5.

-

Danger] Temperatures above 3°C are too warm

D.I]-OfM\J"ﬂ"l L] 7 H] I i I il = 15 il 7 - o] 0 n
Suff nitals

aM ) | Pl | Al e el | au ad Pl [l el | e [ e A e [ el | e A e [ e [ e el |l
Eseac Tome
MinfMax Temp ; # P g + g
juna prevoun mesding) g * * s v ; e - ; r - ;

Hpou have o viercine wiorage innu, alve comglets Ssccne St Treableshooting Roond” Sound on page 3.

SIS BT THE

Adupisd with appreciution fror Caltiormi Deparimet of Pubbc lisith

Tmbrisn s i o o S b Do Do e By

IMMunizATION ACTION COALITION 1573 Selby Avenua » 5t. Paul, MM XR04 « E31-547-5009 * wwwImmuniza.ons * wew varcinalnformation.ory | s mmunisacogicatgd 0170 gk em wp307T g
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Vaccine Storage Troubleshooting Record (checkone) I Refrigerator [ Freezer o

Use this form 10 documem any unacceprable vaczine storage avent, such as xposure of refrigeramed vacdines 1o tamperamres that are curside the manufacurers' rcommended storage ranges.
A filable troubleshooting recoed (Le., edizable PDF or WORD documen) can also be found atwww.Immuntze. org/dinic storage-handling asp.

Date & Time of Event | Storage Unit Temperature Room T Person Completing Report
unm.m:rmm nm&mmmw lkh:mﬁw

e EXSCription o Evert bekow,

Dhate: Temp when discovered: Temp when discovered: Name:

Time: Minimurn temp: | Maximum temp: Comment {opticaal): Tithe: l Date:

Description of Bvent (if mulsiple, related events occured list each date, §me, and lengh of time out of storage |

» Gieneral description (L., what happence?)

o Estimated [eng of time between event and tast documentod reading of storage emperatura in accepfabie range (3 10 46°F | bo £C] foe refrigeraior; 58 ko 5+ |50+ 30 -15C] for froce)

* [ovenary of affocted vaccines, mcluding (1) Jot & and (2) whather perchased with pebiic (far example, VEC) or private funds [Use soparate shael if noeded, beat matntam the sversary with 2% troubishooting record.)
& A the tame of the event, what cse was tn the sioeae unf? For example, wore @ere water boties in e refrigerator andlor fraen coctant pucks tn the froster?

* Prior Lo (his event, have there been any storage peoiems with S ot andior wilh the afieced vaccing?

* Include any othet infarmation pos feed might be rdovant  undestanding e cvest.

Action Taken (Documere thoroughly. This infrmation is citical 8o detrmiring whether the vacine mygit 2ill be wiable )

& When were he affictad vaccings placed in proper storage conditians? (Nole: Do not discard the vaceine. Stoee axposed vaceing i proper canditions and iabel 1 *do nol ese” entd afler you can @scuss itk your sialzfocal
haakh department andioe e manufacturaris) )

¢ Who was contacied regarding the incident? (For axampie, sepervisce, salofiocal had® depariment, manubciurer st all)

* IMPORTANT: Wit did you 8o fo prevent a stmilar probikem hom ocostring in the futun®

Results
» Wit Bagpenad 0 the vaccing? Was tabi 4 be usod? I ot was 1t retumd to o lstrbatoe? (Nt For pehitic purchase vaccine, oflow your saiefocal health dipurtment instructions for vaccine dpasitn.)

SIITRAUTID BY T
[r—

IMMUNIZATION ACTION COALITION 1573 Selby Avenue » St Paul, MN 35104 + £91.647.5008 « www.mmunize.org » www.vaccinsinformation.org | ,,.,.,,.,.,.,.,.‘,'.,.,,,'\,mf,a..... 1001 (1
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Vaccine Storage Troubleshooting Record  (checkone) VRefrigerator [ Freezer

Use this form to document any unacczpuable vaccme siorage event, Such as exposuse of refrigesaedvacines 1o tampesatares that are outside the manufactaress' recommended siorage rages.
A fillable roubleshocting record (2., edizable pdf orWORD document) can also be found atwwi immuniz.org) chnic/ storage handling asp

- Piot 10 this oveng hava thera boan any sworage
- Inchoda any athor iformanon you foel mighs bo relovar 10 endorstanding the avere

Date & Time of Event | Storage Unit Temperature Room Temperature Person Completing Report

IF muhiplo, rolsted avents occurrad, | 3¢ the time the problemwas discovered atthe time the problem was discovered

550 Description of Evarn below.

Date: (32¢ pelow) Tempwhen discovered: 7°C Temnp when discovered: 25°C Name: Nescy Nicese

Time: (1 below) Mirimum temp: 3°C IMnimunwnp'u'F Comment {optional): temy s approx. | Titie: VFC Coovdinador IDm: 6/24/13
mmumgnmm-mmumMmumqmquj

m wnhmnmlhndmnmdrdu -qnnnm:qnhhmpm'n mrqhm-wn;'rw'mgjh

8 d secluding (1) ke #5 and (7| whether Imvosory with this sroubleshoceng
-mwhu:ﬁ;‘hu (2- . -%' - mhmbdnluhmn fumrpdsmh =

mdmunld[uwthh:hudvun)

a5 hghos 12°, 30 & 90 in

ArsmnMMq(blzﬂn)mwMMW MMSWMWWMWMMM@Mi
vaccine doroge unit #1. Recordings foken tutey 15 min om calibrated digifsbdeda loggte owtenight. Dadn
Logger profie in. glcot lozadzd in middie of refrigtrafor with vaecines

Totol fime out of renge: spproyimatidy 3 hry —
Inptndory of veccines: we atiacked

Water pofles . refrigerafor door. No vaccing soved i frezer. No proplems with sforage unit prior fo Sefurdey night. Thundersforms in trea ower
utthand mey heve affeeted. pousr.

mWLZ‘F(mMWﬁMMWnMs)

oczurring inthe fmre?

Acion Taken (Document t horoughly. This imformation i crticalto determyning whetherthe vocaine might il be wablel)
- When wers the eced vacones placed im proper swrage condivons? (Noss: Do not discard the vacine. Stor @xposad vacona I proper conditions and ibol it *do mot use wrol aftaryou cin decuss wahyour
watafiocal haakh doparement andfor the

- Whowas contacud ﬁMMBmmmﬁdmm manufacarsr—ls: al)
- IMPORTANT: What dayou mplmmumnhrpmbbm

Vincelnes curvently oved eppropriatily ot 7°C. Refristeodor and voctiags labeled "Do Not Use."
My Sinte Imminization. Program confncted, ot 5:30 tm Spoke with Victor Voccine, Provided Victor with defnils of tutnt snd. list of vaccings
Victing fo remain quorintined wntil ue ktay bock. frow Vicfor.
Colled tlecric compeny tnd confirmed 2 thort powte oufodes during wttkeod.
Chacked refrigerafor seels — colled refrigurator mainttnence cowpeny fo replace seals.
Chacked, plug on wnit — ploced. fepe oyer plug fo privint inadierttnt dislodiing. Plin. fo puyckase plug guerd.

Ples. fo fotlow wp with Immanizadion Progibm ov. dadn Loggtrs with alerms that could be wnt fo coordinador and. bock-up phoves.

Results

- Wha happaned 10 the vaccing? Was t ablo 1o be usod? If not, was i sstumed o the diseibuaod) (Nos: For public purchasevaccing, follow your stam/focal hesith degarman: inszucdons for vaccing disposition ]

Late on. Mondey, [ falked with Viedor regarding confinued wse of voecineg, Viefor had chuecked yifh masaifochurers which confirmed that veecing i
ceetpingle for wie. He fold me thet viecine coudd thertfore be remonad from guerending, | digeusied the enfive siduadion with Susie Suptevigor and
Dr. Diveedor (dimdc medicol diveefor) who aqried thot ut could put vaccing back. in use,

SITRAUTIO I T

IMMUNIZATION ACTION COALITION 1573 Selby Avenus « St Paul, MN S5104 +657-647.5008 » WWW.Imunza.org « WYACCRINFOMBHON0T | w seenoniee oA ¥1 a1+ s 099041 A1)
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Vaccine Storage Troubleshooting Record (check one) [WRefrigerator [ Freezer

Use this form 10 documest any wraccepeable vaceine storage event, such as exposure of refrigerased vaccines 1 semperamures that are outside the manufacuurers' recommended storage ranges.
Afillable troubleshooting record (1.6, ednable pdf or WORD document) can also be found atwww.Immuntze.org/chink/torage handling asp

Date & Time of Event | Storage Unit Temperature Room Temperature Person Completing Report
Irmuple, realed evenls ocourred, | at the time the problem was discovered at the time the problem was discovered

sae INscription of Evend below.

Date: 7/36/2033 Temp whea discoverad: - 240 Temp when discovered: 254C Name: Nesey Niwse

Time: 8:00 am. Miriimum temg: . 2¢ I Madmum temp: 64C | Comment (opticnal): temp s appeox. | Title: VFC Coordimador | Date: 7/35/33
DeSCrIpTIon Of EVENT (i mu ple, ated events occured 1 each dte, lime, and length of yime ot o arage.)

» Ganerl Gscripion (L., Weat happened?)

» Esimatod korgih of e botwoea event & kst docementod rrading of storaje drmperztere 1 accrptable range (35° 0 46°F [ 10 8°C] fof refrgerater; - 38 t0 54 {50 In -15°C for roesar)

+ tvenlory ofaffctod vaceinas,nciading (1) ot & and (2) whether purchascel wa public (for exampie, VEC) or private hends (Use separaleshc 1f o, bul matmiatn (e nvemory with this iroatiluhooiing record)
© At the time of the ovent, what eise was in & storage snii? For campie, were thre water botfles & the refrigerator andior frosen coctant packs tn & freener?

» Prior o this cvent, have ihere been any storape prodécms with this unit andfor wilh the affected vaccing?

» Inciude any olher trformation you fa might be relevan! bo understanding the event Y
Wiitw checked main dinie fridge (in lag) 6t 8:00 em on Tuasdey, 7/16/2013, digitsl recdout ow dedn reed =2+ Pefn logger located in
cendtr of fridae with proge in glycol. Revitw of compuder readings (lnken evtry 15 minudes) phovzd | drop i llmps from 6°C at 8:15 pw
(7/35/2013) fo -29C reading digeovtred when srrived ot climic on Tutsday morning (T/36/2013). Readings it 340 at 13 pw. (7/15) and O
ot 2 6w, (7/16). Tofel fime out of recommended sforage emps = 9 howrs, with & howrs ot frecaing or ptlow (e atinched document of condinuons
Lemp readings). [npendory of vaceings ablached.

Waler pottles . rfrigerador door and crisper avta No vaccings stoved i frteaer. No veeent sdfiugtmends fo Lomp confrols and no priviows lmp
excanryions hoted with this refrigerator before 7/15.

ACTION TaKen (Documert tharcughy. This information s citcal to deta mining whether the vacane might 2ilbe wabie!)

» When were Lo affeco vaccines paced tn proper siorage condiions? (Note: D et discam the vacein. Stose exposed vaceine in proper conditions and i "o nol use” unttl ahee you can disciss Wi your siieflocl
Dol department and/or e manunxcturer(s))

o Whowas contacted ragarding theincidieni?(Fee crampts, upervisce taloiocal beaith departmert, manehcturer—tst 2l)

o IMPORTANT: Wizt did you o 1 preven! 3 stmilar problers fram occsrring t the fifre®

Upow. discavery, voccines ménktl "Do Nat Use” nd siored, in. 20d clinic fridac (i tuaem room #3 at 5C). Alio ploced. "Do Not Use’ note on. main.

fridge in lag. Nofifiea Susie Superviser sboue the (e, Comdueted. Vicdor Vioecing at My State Immunization Program at 8:30 am. Provided Viefor

withe dedeils of twent end list of veecines i fridde Vietor jeid fo meindain wccing in 2nd fridge and that he would dheck. with menufoefurtys fo

dettrming wixt iteps.

Called. Jum's Applicnce Repein fo cxaming fridse. Repeirmen. found. snd. replaced fealdy Hiermostnt e unit.

Reset dad Logatr ow condze el in, fridge with probe in. glucol

Results
o What Rappenad 1o the vaceine? Was 8 able 1 o usedt If not, was it relumed 10 the dtribetoe? (Not: For pubik- purchase vaccine, follow your stiefiocal Bealth department instructions for vaccine dispoeticn.)

After fridge thermosint repeired, monifored tmps W tmpfy fridge for 3 week, per state reguirements. Fridge meindnined 3¢ fo 440 tmps for enfive
etk Submitted repein documtndnfion end dedn loggtr readings fo Vietor Viecing for ppproval end ovdered riplactment vaccines Victor had
checked, yith menefachutrs who confirmed that sl vaceines in fridge EXCEPT MMR wtrt no longer vieble and vhould be refrrved per sfate policy
guidelines. MMR mey be used becawse phg insert allows yorage down. fo -SOC. Discassed enfive situadion with Susie Suptevisor and dinie
direedor, Dr. Divedor, who agreed on confinued wse of MMR. Will condinue fo monidor fridse closely fo woddh for patieen. of tewp fluefuations
ndicefing pottadiol problem. with thermosdst. If proplams, condoet Victor Vaceine for cdvice on prachesing wiw fridge mecking crittria for
appropriole vacoind sovage.

SUTRRUTED BT THE
To o el e e e Do Dhmens Gt ol At

IMMUNIZATION ACTION COALITION 1373 Solby Avanus * St. Paul, MN 35104 * 631-647-3003 * www.mmuntzs.org * www.vaccinainformation.org | e Jmumurn.cegcatg 4153041 paf ham #PI041 (11)
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Temperature Log for Refrigerator — Fahrenheit  Month/Year____ VFCPINorother D #

DAYS 1-15

Monitor iemperatures closely!
1. ‘Writa your intials below Im “Staff Intials.” and note the tes in “Exa Tims."
L Rezord temps bwice aach workday.

3. Record the miln/max temps once sach workday—preferably n the moming,

4. Putan X In the row that cormesponds to tha reffigerator's temparaturs.
1. If any out-of-rangs temp. ses Imstnactions to the right
€. After ach manth iz ended, v sach month's log for 3 yaars, unless state flocal

Facility Name

'llkudmn if temp is out of range—too warm [sbove 46°F) or too cold (bedow 35°F).

Fam

ofd

. Label enposed vacring “do mot uss,” and stors it under proper conditions a5 quickly 23 possibla.

[ ]

Do rot discard vaccings unkss directed to by your statejlocal health department and for the
manufacharar(s).
. Rcond the out-of.rangs temps and the mom temp in the “Action” area on the bottom of tha log.
. Natify your waccing coordirtor, or call the Immuntzabon program at your state or local health
departmant far zuldanca.

|risdictians requirs  longer perind. 4. Document the action taken on the “Vacdne Storape Troubleshaoting Recard” on pags 3.
Dy of Manth 7 10 1 12 12 14 15
StaffInmaks

Ak | Pl | AL P | me pw | A D (A Pw [ el P | A Pu [ Aw | e | el [ aw T ew | e L e (e ee [ Al e | A [ A e
Exart Time
Wi M Temg e e e & 4 & - A - . i - - e e
furcapm e nodng r - r # r ; & r y & ‘ - . ’ Py E

b wrtaanyaitfrangs
[ I bom o 489
arbaos 151 hane

Hpeu have u veccing riorage innue, alee comglote “iecne Stooge Toablesheting Reoond” Sund om page 1.

CIRTRINUTES BV THE

Immunizanion Acrion Coaumon 1373 Selby dvvenu * 52 Paul, MN 33104 * £31-647-2009 * www. I mmumiza.ong » www vaccinsinfarmiation.ong

Nchpwes] with spprecrion from Calfomi Depermen of Public Mkt

Teubrbal v i) i S br S Gk wrd v
waImrurbe.angforg. d'p X175 » e #FHIIT 10}
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Temperature Log for Refrigerator - Fahrenheit  wonth/ear
Facility Name

DAYS 16-31

Monior impararures closely!

1. Writs your inttials bslow In “Staff inttials,” and nots the time In “Exact Tims."

1. Record tamps twice sach workday.

3. Record the minmax femps orce sach workday—prefrably In the morning,

4. Putan “X" In the row that cormespands to tha refrigerator's temperaturs.

3. If any out-ofrang temp, s Instnactions to the right.

&. After wach month ha ended, save sach month's log for 3 years, unless statefocal

YFC PIN or other 1D #

Fape 1673

Take action if temp is out of range—too warm [ahove 46°F) or ton cold [below 35°F).

1.

s P

Labsl axposed vaccing “do mot uss,” and stors It under proper conditions 2s quickly as pessibls,
Do rot discard vaccings unkss directed to by your state local health departmant andjor the
manufacharar(s).

. Record the out-of-rangs temps and the room temp in the “Action” area on the bottom of the log.
. Motify your vaccing cocrdirator, or call the Immuntztion program at your state or local haalth

department for guidancs.

Jurizdicions requirs  longsr period 4. Docurmsnt the action taken on the “Vaccing Starape Troublashooting Record” on pags 3.
Day of Mot & 1h L] -] m k| I . M 5 % T n B o n
Staffinkias
W |70 | Al | Pl | AW | PE | Al P | au | Pe AW | Pa | Al | Pe | Al | A | ae | P | Ae | P | Ae | P | Al | A | e | P | A e | e e | A
Eeaca Time
Win [Max Temg - ] . ' e . P

pireu prevews msdng) # . .

’

“'F

Danger| Temparatures above 46°F are too warm| Write any out-of range temps and room temp on the lines below and call your state or kocal he department immediatelyl

- ; ’

45°F

44°F

4¥'F

42'F

4TF

40°F

I9'F

IE'F

iT'F

I6'F

u:cr_lrn.sL!_’E] TEMPERATURES

I5'F

Wrba o b eangs
T e T
o bty 5 e

(L=]_]

fnam Temparsum

Hpou huwe o viecine perage innue, alss comglete Pancine Stoonge Trableshosting Rreond” fund oe page 1

DIFTRALTIS I THE

IMmunizaTioN AcTion CoALITION 1573 Selby Avenua * St Paul, MN 3504 » £51-647-5005 * www.Immuniza.org * wew varcinginfamation.org

Ackopund with apprecizscn Fom Callfornia Depormen of Public bk

Tmbris o v iy o Seien e e Cores e Frereersien
. I el g eang.d g U TPT, pdf = eare #90D7T JLN)
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Vaccine Storage Troubleshooting Record  (check one) [l Refrigerator [ Freezer r i

Use this form 1o document any usaccepuable vaccine storage avent such as axpasure of refrigerased vaccines to temperaiures that are outside the manufaciurers' rcommended storage ranges.
A fiable roubleshooting record (1.2, ediable POF or'WORD document) can also be found at www.immuntze.org chink/ storage handling.asp.

Date & Time of Event | Storage Unit Temperature Room Temperature Person Completing Report
If mulsply, refatsd ovanus occused, | 2t the time the problemwas discovered at the time the problem was discovered
soa Dascripuon of &vam bekw.
Date: Tempwhen discoverad: Ternp when discovered: Name
Time: Minimurn temp: I Maximum temp: Comment {optional): Tithe: | Date:
Descripuion of Event pjnwg related events occured, list each date, Sime, ondlengg h of Sme out of sovage.)
- ' Genoral dssceigeion (Lo, what

- Emmdhﬂdmhwmm:dlxdmmudm&qdwmmnmn&mpm-mﬁ-r[rm-qfomfmum 58010 §°F 507 20 1) for froaer)
- ;quﬂndvmxlmmng(&hnw Mrwdudwmwbkm-qu«pmnw(mnmmﬂmlmﬂdhlnnanhnmqmmmmm,md.]
- Arthe uma of the oveng dsawzs in

For axample, wars thera water erdos in the refrigerator and In the froaar?
- Prior w this avers, hava there baer: nn wath this unt andjor with the sfecndvaccing? P
- Includa any cdver Irformazion you foel might 2 relovant 1o undorsanding the vent

Action Taken (Document thorcughly. This information is crtical fo detar mining whether the vacne might 2ill be wable!)

« When wera the affoctsd vaccines placed in proper storage condieans? (Noter Do ot dscard the vacaing. Swoee axposad vaczing in proper condaans and kabel & *do nat use” unnl afior you can discuss with your sataj
kocal koalth daparment andj or tho manafacwurerfs] )

- Who was comactad segardng the incidoms? (For atample, supsrvesos stneflocal haalth depanmare, mansfacurer—lisall)

- IMPORTANT: What did you do 20 provere 2 similaz peoblom from cccurning In the futura)

Results
- What happoned 10 the vacome) Was it sble 10 be wsed? 1f nog, was It rerumed o the distnbutor? (Not: For public purdhasa vaccin, follow your stamsylocal health depariment instrucnions for vacone disposion.)

DITRIRUTED BY Tl
Tmira e el o b et b Sheee et el A b

IMMUNIZATION ACTION COALITION 1573 Selby Avanua * St Paul, MN 55104 * 637-647-3008 * www.Immunize. org * www.vaccinsinformation. org | Wiz oty 153 368 lees 49041 [315)
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Vaccine Storage Troubleshooting Record (check one) /Refrigerator [ Freezer

Use this form 1o document any unaccaprable vaccine storage &vent, such as eposure of refrigermed vaccines 1o temperatures hat are cutside the manufacurers' recommended storage ranges.
A fillable troubleshooting record {12, ednable pdf or WORD document) can als be found & www Immuncze.org/dinig/storage-handling asp

Date&Timeof vent | Storage Unit Temperature Room Temperature Person Completing Report

If mufspla, roaid avans oczurrad, | at the time the problem was discovered at the time the problemwas discovered

se0 Dasarionn of Bvom bokw.

Date: (see htlow) Temp when discovered: 45°F Temp when discovered: 77°F Name: Nancy Nuwse

Time: (e below) Mismum temp: 38°F | aximurtemp S3%F | Commen optonl tomp s epge. | Tt VFE Coordimator [ Date: /2423
Description of Bvent 1f mulsipl, related events occumed, list each date, $me, andlenggh of time out of storape.)

i isosersierse | emeny snar documoresd adng of rags scapatle g

. of ims wint & b tampsrawe I wwnﬂm[rwfq wuﬁ}w»E

- o accings, Inchading (1) Jor #5 and (2) whesher purchasodwih v maimain with this troublesh

- :m-dhn;zvhdlnu“h% . n%hrlnﬂ.m:m:::&m;mm M%mm - oo

-« Prior w this avane, have thers been ary swrape 5 with this unz and)or with the fecad
- Include any cchar informaon you foal might b rolovant 1o undarsanding the ovent.

At 8 i om Monday (6/24/13) morning whitw. clinic opened, idendified. 4 tmptradure exciryions ovtr the yokind in. refrigtestor with reading
5 Iigh 04 547, S0°, 45" fe SIF n primiry voccing ioveqe wnit #3. Recovdings foken. tutny 15 wiin on. colibynted digitol dodn logger ovtrnight.
Pofn Logier profie i glucol Located in midele of refrigtrsfor with veecings.

Tofed fime out of rengt: spprowimetely % ke — magimam mp S3'F (e atieched. dowimtng of confinuows mp readings)
Inpendory of veecinas: see atfached

Wbty boftles in refriaerador door. No viccing soved. in. freeztr. No problems with dovege unit prior fo Sahirdey night Thunderyforms in trea owtr
wthend. mey hest affected, podr.

Action Taken (Document tharoughly. This information & ariical o determining whether $he waccine might 551 be viablel)

- When wars the affoctad vaccines placad I proper s20rags condrions? (Nota: Do nox discard th vateing. Sior aposodvaceing In proper condrcns and label & *do not use” umil afier you cam distuss with your
sty local heaith depanmant andjor the

- Wha was conzaceed the Incidem? m logal heath dspanmere, manefacuras—stal,

- IMPORTANT. Whaz Ad you nmnu[‘:hpo!hn‘mom;':laium? l

Vaecins carrently sfoved sppropriotily ot 45°F Refrigtraor and vaccimes abeled *Do Net Use.”

My Stode. Immmainizstion. Program eowioclzd ot 3:30 tims Spoke. witbViedor Vioccine. Provided Vicdor with defedls of twint snd list of veecints.
Viaceine fo rtmmein, guerinfindd Wntil it iutbe back. from Vicdor,

Calledd tleetric company snd confirmed 2 Thort povty ovinges during utckend.

Chacked. refriatrator seals — colled vefrigtrodor meindtnence compeny o reploce seals

Cheched, plug on. unit — placed. fspe e plug 18 prvent incduertent diglodging. Plan fo purchase plug guerd.

Plie. fo follow up with lmmunization Progrsm on dafn loggers with slarms that could be snt fo coovdinafor and, back-up phowes,

Results
- What happened s0 the vacoma? Was it able 10 ba wsad? ff ot was It rarumod 1o the distrbutor? {Nowr: For pablic purchase vaccing, follow your staseflocal hekth dsparment Instractions foe vacone dispostiion,)

Lt om Monday, | inlked. with Vietor regavding comdinued. we of vaceine. Viefor hed. dhecked with manufseturtrs whidk confirmed that vaccine i
aceeptsble for use. He fold me that vacoine could Hherefore e rtmontd. from guaraniing. | discussed the endive viduation witie Susie Suptrvisor and
Dr. Pirecfor (clinic medicel divetor) who sgreed that o could put vaccing bock. in. wie.

COITRUTED BY T

IMMUNIZATION ACTION COALITION 1373 Selby Avanua « St. Faul, MN 55104 + 6316473009 » www.Immunize,org « www.vactinsinformation.ong

Tmirha e el o e e b Daene Dt il A b
wwwmmanizaangjeatg s p 041 pf s lam #IN0 (W1Y)
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Vaccine Storage Troubleshooting Record (check one) (VRefrigerator [ Freezer

Use s form 10 documest any unacceptable vacane siorage @vent, such as xposure of refrigerated vaccmes 1o tamperatures that are ouside the manafacuasers' recommendad storage ranges.
A fillable roubleshooting record (1.2, adnable pdf orWORD documentj can also be found atwww smmuntze.org/ chnic/ storage handling asp

Date & Time of Event | Storage Unit Temperature Room Temperature Person Completing Report
Hmaltpla, roizued voms occumad, | at the time the prablem was discovered at the time the problem was discovered

560 Descrpuion of Eveen below.

Date: 7/36/2013 Tenpwhen discovered: 28°F Temp when discovered: 77°F Name: Nency Niwse

Time: 8:00 am Minimum temp: 28°F |Mnirmmwnpt42°F Comment (optional): tzewp U approx | Titke: VO Coovdingfor |Dehe:7/15/15
Description of Event (If mubipl, related events occured, list each date, sime, and lengh of time out of siorage.)

- Gl desn . i)

- hﬂdm”mlhwm SOT3GE MPRraRUIE N accaptable rangw (35" 46°F [ 10 &C) for refrigerator, 5810 5°F 5070 25°C] for froazer)

- Invergory of fsaadvaczings, inclading (1) ke 25 and |2} whesher purchased with v furds shoar ff nooded, But maimain the invemory wh this troublsh
-Mhméhl‘uhhvan‘& ﬁmuﬁm&&&ﬁﬂ#p&%ﬁhhﬂ o
- Prior to this evere, have thers boen with this unt and Mhﬁvmﬂ

- lldnhl'dluioﬂmym r&anmﬂmndq

Wit checked mein dinic fridge (in Lab) at 2:00 tm on Tuesdey, 7/16/2013, digital resdout on dadn logger reed 28°F Dot logger loceted in
cender of fridae with proe in. glucol. Review of compuder readings (inkim tvery 15 minadas) shoroed steady dyop in temps from 42°F o€ 8:15 pmm
(7/35/2033) fo 28°F reading discovertd witr. tyrisdd. at dinie on. Tuesdey morning (7/36/2013), Readings bit 24°F at 13 paw (7/15) and 32°F
6t 2 oo (7/36). Totsl fime out of recommended sovage tiwnps = 9 howrs, with 6 howr at frteaing or ptlow (e atisched document of confinuowy
Lomp readings). Impendory of vaccings atisched.

Waltr pottles in. refrigtrator door and, crisper arta. No waccints stoved. in frecaar. Nomwhuwmuwwwu-
carsions noted with this refrigursfor before 7/15.

Action Taken (Docament thoroughly. This information is crtical o det ermiing whesher the vacgine might il be siable )
« Whan waro the affected vacomes n condhtions? Do not discand e vacame. Stors axposed vacone in condimons and iabel It *do mo use” wnel afieryou can discuss wihyour
e ey Btk ) 3

- Wh neced he Incidem? ocal hialth depanmers, mangfacurer—Lst
. m&ﬁ%%ﬂmmnﬁh mﬁlnhbﬂ R

Upon. discovery, vaccings marked " Do Not Use" and doved i 2ndl climic fridge (im trom room, #3 ot 43°F). Alo placed "Co Not Use” note om médn
fridge in. b, Notified Susil Siuptevisor sboub e isuc. Comfaeltd, Victor Viceint ot My St [mmunizsdion, Progrém ot 8:30 am. Providad Victor
with dedrily of tpent sndl Lt of vaecings n fridge. Vicor 1aid fo maindnin vaecings in 2nd fridse and thet ke would chedk, with menufactintys fo
deltrmine wint peps

Called Jim's Applionce Repair fo txevming fridge. Repeirmen. found and replaced feully Hitemostat i unit.

Reset dafn. Logger ov. conttr shalf in. fridge with prose in. glusel.

Results

 What happoned to thavaccing) Was & able 10 be wsed) ¥ nog was 1t reeumed 1o the distributor? (Noter Fer peblic-parchasa vacone, follow your swxylocal health deparmen instractions forvazzing disposiecn.|
After fridae theemostat rtpeired, monidored tewps in tiply fridae for 3 wtek., pee sode requirtmends. Fridge maindnined 38°-40°F ttmps for tnfire
ek Submifted repeir docimenindion tnd dodn Logatr readings fo Viefor Viaedive for approval snd ovdered rplactwment vacoins. Viedor had checked,
with menufeefurtrs who confirmed that all veccings i fridge EXCEPT MMR utrt no longer vieble snd should be refurned per sinte policy
uddelines. MMR way be wed beearse phyg ingert sllows fovade down fo -S8°F. Diseassed, tndive sifuetion with Susie Supeevisor snd clinic
direcior, Dr. Divecdor, who agreed ow condinued. wie of MMR. Wil confinue fo monidor wdge closely fo wodeh for patizen. of tewp fluctuations
indicafing potendial problem with thermostnt. If problems, condnct Viefor Viaceing for on prachesing wiw fridge meeting criltria for

SITRAUTIO I T
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Temperature Log for Freezer - Celsius Month/Year_____ VFCPINorother D& s

DAYS 1-15 Facility Nama
Wanitor i=mperarures closely! Take action if temp is out of range—to0 warm [above -15°C) or too cold [below -50°C).
1. Write your initials below In “5taff Inttals.” and notethe time n “EBxadt Time." 1. Label axposed vaccine “do mot uss,” and stors It under proper conditions as quickly as possible.
2. Fecord temps twis sach workday. Do ot discand vacdnes wnkss directed to by your stats local health department and jor the

3. Record the minmaz temps orce sach warkday—preferably In the moming. manufctarar (s}

4. Putan “¥" In the row that cormespanids to the freezer's tempsraturs. . Rwoond the out-of.rangs temps and the room temp in the “Action” area on the bottom of tha log,
i

g

ra

. I any out-of-rangs temp, s Instnactions to the right. . Weotify your vaccine cocrdirabar, or call the Immunization program at your stateor local health
. After gach manth has ended, save sach month's log for 3 years, unless state ol departmant for guidancs.
Jurisdictians requirs a longer period. 4, Document the action taken on the “Vaccng Storape Troubleshooting Record” om pags 3.

™

i
o
i
=
=
=
I~
b

Day of Manth 1 2 ] 4 3 g

Staffinttals

AW T PRI | AM T PRA | AR T PRI [ AM D PR [ AR D FM | AM D PR A T FM | AWM D PR | AW | PR | AR | PRI | AM D PR | AR D FM | AM D PR | AR L EM | AW | PH

Exact Tims

Min [k Temp
{uireca srevown mading] -'

Danger] Temperstures above -15°C are too warm! Write amy out-of range temps and room temp on the lines bedlow and call your state or local health department immediatehy!
-15°C

-16°C

-17°C

-18°C

-18°C

-

-
-n'c

ACCEPTABLE TEM PERATURES

-50°Cte -23°C

Wrisany out-of range
termga o -1 5L
or bskose -5 han

Rooem Temparature

I pous b vmccies wicrage imnu, kv comglcis accn: Somge Trosblaahosting Roond” Sund oo pags 1.

cspend with 3pprecizsen fom Cilionin Deporeem of Public oih
IR T Vbt e ervirwes iy e Caers b Cinsanr Corb sl Fervaraden

IMMUKIZATION ACTION COALITION 1573 Selby Avanua » 5t Paul, MH 39104 » £51-647-500% » www.Immuniza.ong » wew vaccinainformation.ory | wesirurisn cogleaty 30000 5 are #9000 JITY
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Temperature Log for Freezer - Celsius Month/Year_____ VFCPINorotherlD# sl

DAYS 16-31 Facility Name

Manitor iemperatures closely! Take action if temp is out of range—too warm [sheve -15°C) or too cold [below -50°C).
1. Wrete your inttials below In “Staff Intfals,” and note the tims In “Exact Tims.” 1. Labsl sxposed vaccing *do ot uss,” and stors It under proper conditians as quickly as possible,
2. Record temps twics sach workday. De rot discard vaccnes unkss directed fo by your statejlocal health department and|jor the
3. Record the min/max temps once sach woriday—preferably In the moming, manufachanar(s).
4. Put an “¥" I the row that corresponds to the freezer's tamperaturs. 2. Record the out-of-rangs bemps and the room temp in the “Action” area on the bottom of the log,
3. If any out-of.range temp. see IRstnactions to the right. 5. Moty your vaccing coordirabor, orcall the Immuniztion propram at your stat o lecal health
&. After gach manth has ended, saws sach month's log for 3 years, unless stateflocal department for guidancs.

Jurisdickions requirs 3 longer period. &, Docurment the action taken on the *Vacdng Storape Treubleshooting Record” on pags 3.

Day of Month 18 17 ] 18 0 il p a o 23 F-] 7 a8 2 ®n £l
Staff initials

A | g {ama e f s omm | a e f s e [ an D Al e A e [ A e AL e A e | A e | e Lee [ e e | Al e fau g em

Exad Time

Kin /M ax Temp

funce previcus resding)

Danger! Temperatures sho too warm! out-of-range t=mps and room temp on 4 e helo d call your state or local health departme diatel
= -15°C

=

2 -16°C

-

= -1FC

-

o

s 18°C

r a%°C

-

- WC

=

v N

a

-

7] 2°C

o

= | -50°Cto -23°C

frg) Wiitn any asd cfrangs

7] e [above 7% o

) =2 0] hare.

!

% Reom Temperaiure

Hipou bz w vecsine stonege i, alee coempletz aocine Storage Troublorhaoting Rocoed” fousd oo page 3.

Acbapend with apprecizsicn b Calomin Deporme o Public Helh

DAL TR Tmbrinn o virend oy e b

Iamumizemion Action CoaLmon 153 Selby Avenug * 5t Paul, MN SR04 » 631-547-5009 » www. I mmunizong » weevaccininformation.ory | wssirmuonissengleang 2 p 21003
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Vaccine Storage Troubleshooting Record (check one) [ Refrigerator [ Freezer e 3ef3

Use this form 10 docsment any uraccepuable vacane storage vent. such as exposure of refrigeraned vaccines 1o temperatures that are outside the manufacurers' racommended storage ranges.
A fillable roubleshooting record ().e., ediable POF orWORD document) can also be found ar www immuntze.org fchnkc/ storage- handling.asp.

Date & Time of Event | Storage Unit Temperature Room Temperature Person Completing Report
1f mubsgle, raned avens oczurred, | 2t the time the problemwas discovered at the time the problem was discovered
soq Dascripmon of &vem balow.
Date: Tempwhen discovered: Temnp when discovered: Name:
Tirne: Minimumn temp: I Maximum temp: Comment {optional): Tithe: | Date:
Description of Event ﬂfnﬂaﬂg related everds occumed list each date, §ime, and Jengt h of §me ot of stovape.)
- Genoral descrigmion (1o, what

- Emnndbuhdmbnnmadlmdnunmdnﬁqdw In scoaptable range (35 10 46+F |2+ 20 2 for rafrigeraor; -58° 1o 5°F 500 10 5 for frearar)

< of sfoctodvaceings, | Jox £5 and wih VE funds shoat f needed, bax maimmain she irvemory widh this rocord,
b etpinipoelinyres oo Lyttt oo SR
- Prior o this avons, hawe thera boen mrt vdthmn nhiu*mivmm)

- Include any oder information you foal migh 29 relevant to undorsandieg

Action Taken (Document thoroughty. This informasion is crtical fo debermining whether the vacdne might 2l be wable!)

- Uhmhwmpkdmmmmwmmmamhmum S axposedvaccing in proper condeons and kabel & *do not use” undl afier you can discuss with your sata/
Jocal health deparmant and or the mat

- Whmcmw'mmhﬂ[wmh supenvsog staselocal haalth depanman, manafacurar—list 3

- IMPORTANT: What did you do 20 pravens 3 simfaz peoblom from ocourring in the fura?

Results
- What happanad 10 the vacono? Was it ble 1o be wsed? If mot, was It retumed b tho dismibutor? (ot For pabllc purchase vaccing, followyour stasey local health deparment instrucuians for vacona dispastiion.)

DIETRRUTED BT T - ol B b

IMMUNIZATION ACTION COALITION 1573 Selby Avanue * St. Paul, MN 35104 * 631-647-3009 * www.Immunize.org * www.vaccinslnformation.org | W amimarizn angicatg 4[5V 1.pek Ham 993041 [113)
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Vaccine Storage Troubleshooting Record  (check one) [ Refrigerator [ WFreezer

Use this form 3 document any unaccepabli vaccine siorage evest, such 2 exposare of refigeratad vacomes 10 tamperatures that are ourside the mansfacuress' recommendad storage ranges.
A fillable troubleshooting recoed (.e., ediable pdf orWORD document) can also be found atwww immunize.ong/ dinic/storage handling asp

Date & Time of Event | Storage Unit Temperature Room Temperature Person Completing Report
me;:xﬂud 2 the time the problem was discovered atthe time the problem was discovered

Date: 7/36/2013 Tempwhen discovered: 33°C Temnp when discovered: 25°C Name: Newcy Nuvse

Time: 8:00 tm Misimum temg: -3 7°C | Masimumtenp: 34°C. | Comment optional): tewp 4 appron. | Tite: VEC Coordinador |oate: 7715733

Description of EVent (if mabiple, rlated everts occuned, It each date, §me, and lenggh of Sme out of tovuge |

cnddmm what happinod)

- uuh-n-mllmwmnd 1emparauro In accapeable ra o 10 8 for refrigerator; 52 o 20-15°C] for froezor)

. un-nqd vmmmhndp)ﬁu :wﬁm&{hluﬂ.vrq!grmm'm’q shoat £ noaded, <t Sﬂ‘w nbdusnubhshuqmq
- A:duumofiwmmiwwumhu mﬂfwmph.mimmbuh-ﬂwnﬁgnwndﬂﬁmmhmpﬁmhﬁum
- Prior 1o this avees, hawe thers bosn with this unt andjor with the affecind vaccing?

- Mﬁuyohlrhmuymf:mtdmmm

Witn. checked voceine freeatr (i lag) ot 8:00 aw on Tugsdey, 7/36/2013, kmdfnwhwwgkﬁqqu Digidod reedout on datn logser
rtad, 13'C. Dofn logger locaded, in centtr of friazte with probe i glicol. RmﬁmM(ﬁme!W}MMm

e teanps from =17°C e 520 pm (7/15/2013) fo 32°( reading ducowtrtd, whte. srrived ot clinie ov. Tutidey worning (7/16/2013). Readings hit
~I4°C ot 13 pw (7/15) and T'C at 2 s (7/36). Totsl fime out of recommended storade tmp of -15"Cor pelow = 9 kowrs. (See atinched dotument
atlocked).

of confimuons tmp readings.) Fricer comdnived Virivs, PmQud. wnd, Zoytrpe. (Inpendory
Frmpuuwznd.nfmwﬂoorud.Wmm.NomthmmunmmWwwMM
freeaer efove 7/18.

Action Taken (Document $ horoughty. This information is artical to det armiri g whether the saczine might 2ill be wable!)

- Whan wero the affoced vacones canddons? Do not discard the vacome. Store sxpased vaccing in condidons and label x*do not wse” umil aferyou can discuss wehyour
stataflocal health daparement mgm{ o i ) ¥

- Whowas contaciod regarding the inodent? {For supenisog st/ local health doparemem, manufacturos—liszall)

- IMPORTANT: What didyou do m provent 3 similir problem from octurring in the Raure)

Upon. digeovtry, vaceings merktd " Do Nt Use”" and soved e 2nd elinic freeatr (i tuom roow #3) at -17°Cc Alie placed. “Po Net Use” note on main
Freeatr i Lag. Nofified Susit Supeevisor about the s Confueted, Victor Viccing st My Sinte Immanizafion Progrem ot 8:30 tm. Provided Viefor
with defrils of tuent s [ist of vietings in fregate. Vietor seld fo meindrin vaccings in 2nd. friczer and that e would check. with Merck.
(m;{ﬁdwuofauﬁuqﬁawwima)mewmﬁwasAMWbmmmu Repeirmen reploced frecaee
door gasket snd recommended rwovel of ~is of freczer packs i dooy becaust ize and utight of pecks poltndially interfered with door dosing
compledtly. No protlems dendified, with thermasint or ctitr mechenical compontnds
Removed, hedf of freezer pecks locoted tn ghelf in door, per recommendodion. mew”ana«quofﬁmummmm Al
mﬂmanvarMnmwfrwdanwdmAmuMuu snd i rewinder sigh wos placed prowinently on frecaer door.

Results
- What happened 10 tha vacone? Ws It able to be wsad? 1f nor, was It rewmed 1o the distmibutor? {Noux For public puichass vaccing, Sollow your sumsylocal haalth daparment Instructions for vacone disposkion)

After repair, monifored. mps . tmpfy frecate for 1 pek., por sfate reguiremends. Freeztr meindrined =18 fo -17°C mps for tndive wtek.
Submified repeir dotumendnfion and defr logier rtadings fo Vietor Viaccine for spprovel and ovdered replocement veecines Victor had checked. vith
menufacfrer. Afttr revitwing kisfory snd isbilify dodn, manwfacturer doted vaccine wes acetpinble for confimued. wie. Discased, enfine sifucfion
with Susie Supeevisor and dinie divecdor, Dr. Immuinize, who cgreed ov. confimadd use of vaceing. Viaceing fo be labeled. as "wae first
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CERC e
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Temperature Log for Freezer - Fahrenheit Month Year VFCPINorotherID#_____ mala

DAYS 1-13 Facility Name
Monitor i=mparanures closely! Take action if temp is out of range—too warm [shove 5°F) or too cold (below -55°F).
1. 'Writs your inttials below I “Staff Inttials.” and not the time In *Exact Tims." 1. Lahel arposed varoin “do mot uss,” and stors It undar proper conditions 25 quickly 25 possibls.
2. Record temips bwics sach workday. Do mot discard vaccings unkss directed to by your state)local health department andfar the
3. Rscord the min/max temps once sach workday—preferably In the moming, manufacharar{s).
4. Putan ¥ I the row that corresponds to the freezer's temperaturs. 2. Record the out-of.rangs bemps and the rom temp in the “Action” area on the bottom of tha log.
1. If any out-ofrange temp. see Imstructions to the right. 5. Notify your vaccine coordinabor, or call the Immuantzation program at your state or local health
&. After gach month has ended, save sach month's log for 3 years, unless state ozl dupartmant for guidancs.
Jrisdictsans requirs 2 longer period. 4. Document tha action taken on th “Vacdne Storage Trmubleshooting Record” om pags 5.
Day of Month 1 2 k| 4 3 ] 7 3 L] o n 12 13 14 13
staffinials
AM 1PN | Al 1AM [ anew [ aw rewe | Amr pu [ A e A r e [ A e [ i e | amr pw [ aw e | amrew [ Ay e [ amdew [ aM PM
Exact Time
Mir/Max Temp ’ ; ’ ’ ; ’ . ;
juncs pravicun randng) . ’ s : - ’ N . s ; < s g N
Danger! Temperatures above 5*F are too warm| Write any out-of-range temps and room temp on the lines below and call your state o local health department immedistely!
w 5F
-
& 4'F
a
. .
= I°F
= -
P I'F
a .
= T°F
- -
= 0°F
= -1"F
-l
@ -
= 1F
: IF
L v
(7] -4 F
L]
< -3Fh-IF
Wk ay cadolange
bempa |above 31
ar bl 5FF) bae
Fiom Tamparsars

Hyou e veceine sionage s, ales completz Maocin: Sorage Troublahooting Recced” fousd oo page 1.

ickspund with apprectzsion from Calsiomia Depormem of Public Holh

S —
SIFEIUTIS I THE Tmbrin (e e o Ceven b D D e Sy
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Temperature Log for Freezer - Fahrenheit
DAYS 16-31

Manitor emperatures closely!

1. Write your inttals belos: In “Staff Inttials,” and nots the tims n “Exact Time."

2. Recond tamps twics sach workday.

3. Record the minjmax temps once sach workday—profrably In the moming.

4. Putan “x” In the row that cormasponds to the freazer's temparatura.

3. If any outof.range tamip. saa Imstnactions ko tha right

& After gach month has ended, save sach montn's log for 3 years, unlees statelozal
|urisdictions requirs 2 longsr period.

Month;Year, VFC PIN or other [0 # Page 173
Facility Name

Tukurunn if temp is out of range—too warm [shave 5°F) or too cold (below -5E°F).

. Labsl sxpased vazcing “do mot uss,” and stors It under propar conditions 2z quickly as poasibla.
Do miat discand vaocines wunkess directed to by your state local health department and for the
manuficharar(s}.

. Record the out-ofrangs temps and the room temp in the “Action” area on the battom of thalog.

. Hotify your wancing coardirator, or call the Immunizatian program at your statg or local haalth
departmant for guidanc.

. Docurmert the action taken on the “Vaccing Starape Troubleshooting Record” on pags 3.

ra

s

-

Day of Month 18 17 it 13 k.l n

23

3 24 23 ] 7 . kL n n

Staff initials

AM | PM | AM | FM | AW | P | AM [ PM | AM | PM | AW | P

AM

L]

AM PN | AM ) FW | AM G PM [ AM [ PR| AM | PM [ AM  PM | AM | FM | AM | PM | AM | P

Enact Time

hbin M ax Temp
|eiree preizun reading)

TF

¥F

¥F

Ik

I'F

i3

-I'F

ZF

FF

XF

ACCEPTABLE TEMPERATLIRES

SEFto-FF

Write any autafrangs
o ko 2 ar
bk 24| hare

Hoom [smperatus

Hyou haee 1 wwccine riorge innu, ales oomplote “Vaocine Sorage Troubloshooting Roooed” fousd oa page 3.

DIFREUTIS I TR

Achsperd with approcizicn from Calfomin Deporomen f Public Helh

Tmriva s prrired iy Fu Sevien o Cianane Cories g Frrvprsien
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Vaccine Storage Troubleshooting Record  (check one) [ Refrigerator [ Freezer et

Use this form 1o document any unaccepuable vaccine storage event, such as aposure of refrigarmed vaccines 1o temperatures hat are outside the manufacurers' rcommended storage ranges.
A filable woubleshooting record (1., editable POF orWORD document) can also be found at www immunize.org fchinic/storage handling.asp.

Date & Time of Event | Storage Unit Temperature Room Temperature Person Completing Report
1f mubsple, roiared ovants oczursad, | 3t the time the problemwas discovered atthe time the problem was discovered
560 Dascripson of 2/am below.
Date: Tempwhen discoverad: Temp when discovered: Name:
Time: Minimum temp: | Maxirmum temp: Comment {optional): Titke: | Date:
Description of Event (lfmwa. related events occumed, st each date, §ime, and length of §me o of slorage.)
- Gonoral dascrieion (Lo, what

- immndbgdufmMmudhkmuﬂm&uqummnmp&wwmﬂ[rmqhnﬁm 58710 §°F }30r 10 3 forfromar)
- Imvenecry of affoctodvaczings, Inchading 1) boe #5 and (2) wheshar purchasedwih VE funds shoat £ neded, box mainaain the wah this moublsshooting record
- A:dwmcmm:uw.kwn (20 mihl;wm;nﬁmmﬁg:m&m packs In the froaar! e ]

. this aveee, have there withth
- mawmrﬁmywammtimm mmﬁg

Action Taken (Document thoreughty, This information is citical fo delermining whether the vocdine might 2ill be wable!)
- When wers the affoctad vaccings placed In propar storage condwons? (Not Do o discand tha viaceing, Sxomw aposed vaczing in proger condsions and label  *do not use unul after you can discuss with your state/
local health deparmen and) of the manufacuurerfs,
- Whowas conzacred regardng the incidans? (For euampla. supenvsor staflocal haslth depanmese, mancfactures—listal)

- IMPORTANT: What did you do 2 pravert a similar problem from ccourring In the fuura)

Results
- What happened 1 the vacone? Was it sble 1o be wsed? If moe, was It ratumed 1o the distmbue? {Nowr For pablic purchass vaccina, followyour stareflocal heskth department Instructiams for vacone dispostion )

SUTRAUTID T T
Toivhs s wwend 2 D L e D e e e b

IMMUNIZATION ACTION COALITION 1573 Salby Avenug * St Paul, MN 55104 * 651-647-5005 * WWW.ImmUnZa.org * WWWVACCRIOfomationars | wwwmmanize srgicate 410015 b 493041 (/13
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Vaccine Storage Troubleshooting Record (check one) [ Refrigerator  [WFreezer

Wsa thts form 1o documest any unacceptable vaccine siorage avent, such as exposute of refgeratad vacomes 10 temperatutes that are ouside the manafacsers' recommendad storage ranges.
A fillable roubleshoauing record (1.2, adiable pdf orWORD document) can also be found atwaw smmunze.orgf chnic/storage handling asp

Date & Time of Event | Storage Unit Temperature Room Temperature Person Complating Report
1 mavple, renad ovoms occured, | at the time the problem was discovered at the time the problem was discovered
560 Dascripoon of Event below.
Date: 7/36/2013 Tempwhen discovered: 55°F Temp when discovered: 77°F Name: Nency Niwse
Time: 8:00 bm Mnimum temp: 2°F | Masimum teng: S7°F | Comment fopional):tap (4 ppros. | Toe:VEC Coordimedor [oate: 773572
Descripuion of EYent 1f mubiple,reated evets occured s each dte, ime, o length of time out of sovage )
- Genaral descripeion (Lo, what

. Eﬂlnudhmhdtmbunmlhndmmnd of storage temperacure In accapuable rangw (36* 10 45°F [ t0 &) for refrigerator, 810 5°F 50 5 30°C] for froazer)

-« Invarzory of afleciadvaceines, inclading {1 ke #5 and m sed wih xamgie, VFC) of peivata funds (Use shoat f needed, but mairxatn the ivemary with this troublesh

. A(mumfdwmmdman(za Mn&mm;nnz&m%mﬁhﬁm pads In the framar? 3 -

-+ Prior o this ver, have thers fsz;mmmmw with the sflacted vaczing!?

+ Includs any oshar Informason yoa foal might b rolevam 1 understanding o=
Witw, checkad vacoing frecatr (i af) o8 2:00 s o Tuesday, 7/26/2033, discowtred frecer door sliahtly aisr. Pigidal resdout ov. dadn logger
rtad, 55°F. Podn. logger Located . conter of frecatr with probe in glicol. Revitw of compulen padings (foken tptey 35 minutes) shovsd seady rise
U teanps from 2°F ot S:30 pw (7/35/2013) fo 55°F reading diseowtred when ervived ot dimic on. Tutgdey moyning (7/36/2013). Readings hit
6'F at 12 pm (7/15) and 45°F ot 2 o (7/16). Tofal fime out of recommended ovasge temp of S°F or tlow = 9 howrs. (Ste atlncked dotument of
condinuons ey readings.) Frecaar condmined Virivey, ProQued., mnd Zosinves (Inptntory atisched).

Frozte. packs yoved. ow, frecaer floor and, halipes . door. No recent adiustmends fo tomp confrols tnd ho priviows temp excursions roted with this
frecaer fefove 7/15,

Action Taken (Document thorcughiy Ths information is artical to dermining whether the vacane might 2ill be wable!)

- mnmhdbmdmp&dnmwwﬂmx)(Nuznnmdix-lnmh.hmupmdmunpwmdmxmdhhlll‘dnmmrmlahtyoumdnmmnhm
st/ local health depanment and) o the manufacrurerfy)

- Whowas contacied ?ozhmobmmn mlmmﬁdhﬂhﬁwmm&uu-&nm

- IMPORTANT: What diéyou co m prave 2 similar oceurring In she fieure?

Upon. digeovery, vaceines masked Do Neblse" andl stoved, tn. 2nd eliinic freczr (in txam. room. #3) at 3°F. Also ploced. “Do Net Use” nott on, main
freeatr v Log. Notified Susite Supervisor sbout the . Condaeded, Victor Vineting st My Sinte lmmunizafion Progrem ot 8:20 tm. Provided Viefor
with dadoils of tunt sndolist of veccins in fre6ate, Vicfor seid fo meindsin, vactings in 2nd. frezte snd that e would, check. with Merck. (menufec -
fuver of all the affected veecinds &bmmmMMJm‘sAmvaWmWﬁum.Ranp(m}naudm'gm
o recommended, rtmovel of ~s of frecaer padks . door brecuse size and utight of packs potenfially inttefored, with door dosing completely. No
problems ldenfified, itk Hitemostnt or othtr mechenicel componints

Removed half of frecaer pocks locoted im ghelf v door, ptr recommindadion. Reet defa logier on conter shidf of freeaer with prope in glucel, AlL

f{mmdufmwm«uwnwu\gfmmmmwaﬂumkuu and. o reminddr sign wos placed. prowintntly on fricaee door.

Resuhs
- What happored 10 tha vacone? Was i sble o be wsed? if nog, was It retumed to the dismrbutor? {Nom: For pablicpurchass vaccing, follow your sta local helth dspsnmes Instructions for vacona disposiuon)

Alttr repair, monifored. tmps i tmply fricate for 3 uek, por sinte reguivemends. Fricatr meindeined, O=2'F ftmps for enfine wtek. Submitted. repeir
documendation. and detn logger rtadings fo Vietor Viceing for epproval and ovdertd, replactmint vaecins, Viefor hed. deecked, with manufscfurtr.
Afltr revitying isfory end, nbilify dofn, manufsefurtr doted vaccine wos acceptnble for confimued wie. Piscassed. tnfive sifucion with Susie
Suptrviger end dimic direefor, Dr. Immunize, who agread on confinued e of veecing. Vaceing 1o be helad o use first

SHTAIIUTID BY "I
Coven b o A
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Vacoine Temperaturs Best Practices for Refiig erated‘Vacoines-Falwenl‘ieit ()

1 Store vaccine at ideal temperature: 40°F

® Refrigerated Vaccine
mv..r 'we ::m]m within ngo Too Warm! outof
"\"';g;'::d immediatelyl
m
Excaption: MMR

can be stored in
fridge or freezer

2 Record daily temperatures

(C Y Three Steps - Twice a Day: Temperaturas
should be checked and recorded first thing in
the moming and bafore leaving at night.

Curmrent Temperature: The
temperature that the refrigerator is
right now.

Min/Max: The coldest and warmest
the refrigerator has been sinca you
last reset the tharmometer.

Resat: The button you push after
you have chaecked the Min/Max.

W& Bost Practices
3! Take action if out of range! > 3,:’,,:::::: ;;S;ﬁ,;"d fone

* Contact your state or local heaith department * Make your mark! Initial the log when
immediately. Or if private vaccine call the recording temperatures.
manufacturer diractly.

» Tell them the total amount of time the * Leave it blank - if & temp was not recorded,
refrigerator was out of range. leave the space blank!

CRastmet A Rosion A 34, 30

U.S. Departement of Distributed by

Health and Muman Services E Dypartmeot of
(] ALTH w

gm"'ml":"m" e - 1 SRRV

Vistt wwwode.gov/vacceines /SandH
for moes information, oc your stats

health department.

A af Pyl Mivalh

FREUNIATION PROCEAN
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Vaceine Temperature Best Practioes for Frozon Vacoings-Falirantiatt (£)

1 Store vaccine at ideal temperature

Frozen Vaccine

Too Cola Within Rango Too Warm!

Taka Action! Taka Acton! Report out of
range temperatures
ﬁ: +5ﬁ & immediately!
- ‘ . 0% 15F
o

SUF AT - ey

58°F

5°F
2 Record daily temperatures

(= ™\ Three Steps -Twice a Day: Temperatures
should be checked and recorded first thing in
the morning and bafore leaving at night.

Current Temperature: The
temperature that the freezer is
right now.

Min/Max: The coldest and warmest
the freezer has been since you last
reset the thermometer.

Reset: The button you push after you
have checked the Min/Max.

& Best Practices
'3 ' Take action if out of range! i Z,ﬁm':,‘.f:';ﬁ;?ﬁ;"" .

=17

» WWSWQWWU’W * Make your mark! Initial the log when
immediately. Or if private vaccine call the recording temperatures.
manufacturer drectly.

» Tel them the total amount of time the freezer * Leave it blank - if a temp was not recorded,
was out of range. leave the space blank!

U.S. Departesent of Dmnbuod M5t www.cde.gov, I
Health and Human Services I‘h\umubu, of Vlﬂ,’“ o m/&mﬂ}l
Corters for Dhnase HEALTH ,.., Sor mom minrmation, or your stata

Control asd Prevention . \’” '_\Lﬁ”.\:” health department.

mm‘n ON PROGEAM
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Vaccine Storage Best Practices for Refrigerated Vaccines—Fahrenlieit (F)

&8 Unpack vaccines immediately

1. Place the vaccines in trays or uncovered containers for proper air flow.
2. Put vaccines that are first to expire in front.

3. Keep vaccines in original boxes with lid closed to prevent light exposure.
4. Separate and label by vaccine type and VFC/Public or private vaccine.

2 Store vaccine at ideal temperature: 40°F

® Refrigerated Vaccine
Too Cold! Within Range Too Warm!

Take Action! Take Action! Report out of
range temperatures

immediately!

Never freeze
refrigerated
vaccine!

Exception: MMR
can be stored in
fridge or freezer 40°F

3| Use vaccine storage best practices

Do make sure the refrigerator door is shut!

25°F 30°F 35°F 46°F 50°F

Do replace crisper bins with water bottles to help
maintain consistent temperature.

Do label water bottles “Do Not Drink”

Do leave 2-3 inches between all vaccines containers
and refrigerator walls.

Do post “"Do Not Unplug” signs on refrigerator and
by electrical outlet.

Don't use dormitory-style refrigerator.

2 % ¥

Don't use top shelf for vaccine storage.
Don't put food or beverages in refrigerator.

Don't put vaccines or diluent in doors or floor of
refrigerator.

QR0

© Don't drink or remove water bottles.

(5243541 .C Rovisionm an 24, 1094

U.S. Department of Distributed by Visit www.cde.gov/vaccines /SandH
Health and Human Services EULE Department of P s :
Centers for Di {S=HEALTH an for more information, or your state
e = SHOSPITALS health de
Control and Prevention Office of Public Healrh ealth department.
IMMUNIZATION PROGRAM
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Yﬂ?cibf??sﬁ?tﬁg?:B'_-';Pt_:l?i'néﬁé@éi.fér»-&duh;Vacqingfi%Fah;r@nlieit"(?Q,

1 Unpack vaccines immediately

1. Place the vaccines in trays or uncovered containers for proper ar flow.
2. Put vaccines that are first to expire in front.

3. Keep vacoines in onginel boxes with lid dosad to prevent light exposure.
4. Separate and labsl by veccine type and VFC/Public or pmate vaccine.

2 Store vaccine at ideal temperature range: -58°F to 5°F

Frozen Vaccine
Too Coda! n Ro Joo ‘Warm!
= Taks Action! ey . Report out of
wEF AP ey

Take Action!
range temperatures
h . s o e
HOF iy MY b WF Iy
°F 5°F

3 ' Use vaccine storage best practices

» Do make sure the freazer door is shut!

»# Do use ice packs to halp mantain consistent
temperature

» Do laave 2 0 3 inches between all vaccines and
freezer walls

» Do post "Do Not Unplug” signs on freezer and by
lectrical outlet

® Don't usa dormitory-style refrigerator/ireazar
® Don't usa combo fridgafreazer unit

® Don't put food in freezer

® Don't store vaccines in doors

n ke o

Visit www.ode.gov/vaccines/SandH

U.S. Department of msg‘tbmdby :

MHuman Services 1 Al LU c 4
?::::‘:M lﬁl:;cgu‘ 'l:i: ] ...3 far mom mformation, or your stata
Canrol asd Prevention Cils ’,',-(,,', ¥ ,,'?_:,.., health department.

TLMTATION PROGRAN
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POLICY ON POWER OUTAGES

Policy:

Recommendations regarding the use of vaccine after power outage or refrigerator/freezer failure should
be referred to both the Immunization Program and specific vaccine manufacturers in managing
potentially compromised vaccines. VVaccine exposed to temperatures outside the recommended range
— either too warm or too cold — requires immediate corrective action! Vaccine providers should have a
current emergency vaccine retrieval and storage plan that includes, but is not limited to:

Identify and isolate all potentially compromised vaccines and diluents. Label these “DO NOT USE”
and store separately from uncompromised vaccines and diluents in the recommended temperature
range.

Place the vaccine in the recommended storage between 36 F and 46 F (2 C and 8 C). For vaccines
exposed to temperatures below -58F should be stored in a freezer between -58F and +5F (-50 C and -
15C).

A clearly labeled paper bag can be used for this purpose. Do not automatically discard the vaccine or
diluent. Follow your immunization program policy and contact the manufacturer and/or the
Immunization Program for further guidance.

Do not discard vaccine unless directed by the Immunization Program and/or manufacturer.

NOTE: Contact the Immunization Program whenever VFC or other vaccines purchased with public
funds are exposed to temperatures outside the recommended range.

Backup Supplies/Facility

If you do not have a backup generator, identify a location with one. Alternate storage sites include other
health units, hospital pharmacies, fire station or police station or industrial facilities such as dairies with
large refrigeration /freezing capacity. Make arrangements with the site to store your vaccine if your
vaccine storage equipment malfunctions or there is a power outage. Train a designated person and backup
person at the facility to accept your vaccine if it must be moved. Before moving your vaccine, call the
location to ensure that their backup generator is working. In situations where a location with a backup
generator cannot be identified within a reasonable distance, preparations should be made to obtain use of a
refrigerated truck or purchase coolers, frozen ice packs and/or portable freezers to temporarily store
vaccine.

4



BACKUP FACILITIES CONTACT INFORMATION

Name of Facility Primary & Backup Contact

Contact Phone Number Work/Home/Cell

EMERGENCY CONTACT LIST

List of emergency phone numbers, companies, and points of contact:

Electric Power Company: Phone:
Refrigerator Repair Company: Phone:
Temperature Alarm Monitoring Phone:
Company:

Transportation to Backup Storage: Phone:
Dry Ice Vendor: Phone:
Refrigerated Truck Company: Phone:
Emergency Generator Repair Phone:
Company:

National Weather Service: Phone:

42



HANDLING OF VACCINE IN THE CLINIC AREA

Policy:

Vaccines used in parish health unit clinics must be handled according to the recommendations made in
the manufacturer’s package insert. Vaccines for immediate use in the clinic room must be stored in
suitable ice chests or in covered storage trays with ice packs.

Rationale:

Vaccines and biologics that are not handled properly lose potency and are ineffective as immunizing
agents.

Guidelines:

The following information regarding handling procedures must be observed for these vaccines and is
current at the time of publication. Questions and problems on vaccine handling should be directed to the
Immunization Program at (504) 568-2600.

Labeling:

For labeling purposes, capital letters should be used to designate the following T-Thaw, F-Freeze,
R-Reconstitution, O-Open. The date must include the month, day and year. The time must include the
hour and minute and whether it is A.M. or P.M. On small vials an additional label should be used and
attached if needed.

Labeling is required for the following multi-dose vial vaccines:

Polio (IPV)

Influenza

Pneumococcal —

PPSV23

Td

Immune Serum Globulin (ISG)

No labeling is required for the following single-dose unit vaccines:

DTaP, DT, Tdap, or any DTaP combination
HIB, HBV, HAV or any HIB or HBV
combination MCV4

Pneumococcal — PCV15 or PCV20
Rotavirus Vaccine
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Measles/Mumps/Rubella

1.

2.

3.

4.

Once the vaccine has been reconstituted, the date and time must be recorded on the vial.
If the vaccine is not used immediately it must be stored at 36-46 degrees F (2 to 8 degrees C).
The reconstituted vaccine must be protected from light at all times.

The reconstituted vaccine must be destroyed if not used within 8 hours. (VVaccine should not be
reconstituted until necessary.)

Varicella, MMR-VAR

1.

2.

Before reconstitution the product should be protected from light.

Once reconstituted the vaccine must be used within 30 minutes or should be discarded.

. Unreconstituted Varicella vaccine (single antigen vaccine) may be stored at refrigerator temperature (2-

8C/36-46 F) for up to 72 continuous hours. Vaccine stored at 36-46° F/2-8° C that is not used within 72
hours of removal from -15°C/5°F storage should be discarded. MMR-VAR should be stored
continuously in the freezer at an average temperature of 5 F (-15 C) or colder at all times. MMR-VAR
may not be stored at refrigerator temperature at any time and must be administered within 30 minutes
after reconstitution.

. No freeze thaw cycles are allowed with either vaccine. If a power outage or some other situation

occurs that results in the vaccine storage temperature rising above the recommended storage
temperature, the health care provider should contact the Immunization Program at (504) 568-2600
or Merck, the manufacturer at1-877-829-6372 for a re-evaluation of the product’s potency before
using the vaccine. The manufacturer may determine that the product can be refrozen but given a
shorter expiration date.

Yellow Fever

1. Once the vaccine has been thawed, it must be used within one (1) hour. After one hour, the

subsequent loss of potency requires that the vaccine be destroyed.

2. Because health units designated as approved yellow fever vaccination centers use only a few doses

during a clinic, it is recommended that only single dose vials be purchased to be cost efficient.
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POLICY ON TRANSPORTING VACCINE
Policy:

All vaccine transported by OPH personnel (or for use in OPH clinics) will be transported in a way that
assures proper temperature control.

Rationale:
Improper temperature control during transport can result in a loss of vaccine potency.
Guidelines:

In all instances vaccine should be packed in the bottom of the container with ice packs on top. A cloth
or non-heat conducting material should prevent the vaccine from coming into direct contact with the
ice pack. Specific instructions (also review specific vaccine package inserts for “Storage/Handling”
requirements) for vaccines are as follows:

All vaccine must be transported in an insulated container and cold packs must be used to maintain the
proper temperature:

e Polio

e Influenza

e Meningococcal Conjugate Vaccine (MCV)

MenB

Pneumococcal (PPSV23 & PCV15 or PCV20)
DTaP, DT, Td, Tdap or any DTaP combination
HIB, HBV, HAV or any HIB or HBV combination

All vaccine must be transported in an insulated container and cold packs must be used to maintain the
proper temperature AND the vaccine should be protected from light at all times:

e MMR
e Rotavirus
o HPV

Specific instructions for transport of other vaccines:
Varicella, MMR-VAR

Reconstituted vaccine should not be transported. Varicella vaccine and MMR-VAR are to be administered
immediately after reconstituting. If Varicella or MMR-VAR is not used within 30 minutes after
reconstitution, the vaccine should be discarded. To minimize wasteful costs, neither vaccine should be
reconstituted until ready for administration to the client.

Unreconstituted Varicella/MMR-VAR vaccine can be transported in an insulated container using frozen gel

packs to maintain a refrigerator temperature of 36-46 °F/2-8 °C for up to 72 continuous hours prior to

reconstitution. Vaccine stored at 36-46° F/2-8 °C that is not used within 72 hours of removal from freezer
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storage (-15 °C/5° F) should be discarded.

Maintain in a continuously frozen state at -15° C (5° F) or colder. No freeze thaw cycles are allowed with
this vaccine. Vaccine should only be stored in freezers or refrigerator/freezers with separate doors and
compartments.

Special instructions for transporting varicella-containing vaccines are the following:

Place a certified calibrated thermometer in the container used for transport as close as possible to the
vaccine. Record:

1. The time the vaccine was removed from the storage unit and placed in the container;

2. Temperature during transport;

3. Document the time and temperature at the beginning and end of transport.

Immediately upon arrival at the alternate storage facility:

1. Place the vaccine in the freezer between -58°F and +5° F (-50°C and -15°C). Any freezer that has a
separate sealed freezer door and reliably maintains a temperature between -58°F and +5°F (-50 °C and
-15° C) is acceptable for storage of Variella containing vaccines.

2. Document the time the vaccine was removed from the container and placed in the alternate storage unit.

3. Note that this is considered a temperature excursion, so contact the manufacturer at 1-800-637-
2590 for further guidance

Do not discard vaccine without contacting the manufacturer and/or the Immunization Program for
guidance. NOTE: Use of dry ice is not recommended, even for temporary storage or emergency transport.
Dry ice may subject varicella-containing vaccine to temperatures colder than -58° F (-50° C).

Yellow Fever:

1. This vaccine MUST NOT be transported as declared by the LA Sanitary Code, Title 51, Chapter 9 —
Section 905, No. 7.

General Handling:

In clinic situations where a refrigerator is located in the clinic room, the vaccine should be kept in the
refrigerator until it is needed. Temperatures shall be recorded when stored in the refrigerator and upon
removal. If vaccine will remain in this refrigerator, temperatures must be recorded twice daily at the
beginning of clinic activity and at the end of clinic.

Varicell/MMR-VAR vaccine should only be stored in freezers or refrigerator/freezers with separate doors

and compartments. Dormitory style refrigerators, usually smaller, often brown colored units are not
acceptable for the storage of Varicellas/MMR-VAR vaccine or any vaccine for longer than 8 hours.
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In order to maintain the -15 °C/5°F or colder needed to store Varicella/MMR-VAR vaccines it may be
necessary in most refrigerator/freezer models to turn the temperature dial down to the coldest setting. This
may result in the refrigerator compartment temperature being lowered as well. Careful monitoring of the
refrigerator temperature to avoid freezing other vaccines will be necessary.

If a refrigerator is not in the clinic room, then the vaccines must be kept in an insulated container or
storage tray with ice packs and vaccine removed as needed.

MMR, MMR-VAR, HPV and Rotavirus vaccines must be protected from light at all times.

Syringes must not be pre-filled at any time prior to administration and left in a refrigerated location even
for Dbrief periods of time.

Labeling specifications previously outlined in Handling of Vaccines in the Clinic Area must be closely
followed.

Special note: Vaccines must not be stored with food items. Refrigerators more than 10 years of age should
not be used for vaccine storage.

47



POLICY ON EXPIRATION OF VACCINES AND BIOLOGICS

Policy:

The Expiration Date on vaccines or biologics represents the last date on which the vaccine/biologic may be
used. Vaccines or biologics will not be administered at any time after the expiration date.

Rationale:

The Food and Drug Administration requires that all vaccines and biologics have an expiration date printed
on the label. This is designed to ensure that vaccines and biologics are of optimal potency.

Guidelines:
The following examples are illustrations of this policy:

1. A vaccine/biologic vial is labeled with an expiration date of January 15, 1997. This means the product
may be used on January 15, 1997, but not on January 16, 1997 or later.

2. A vaccine/biologic vial is labeled with an expiration date of October, 1997. This means the product
may be used during the entire month of October, 1997, but may not be used on or after November 1,
1997.

Vaccines or biologics which have expired should be removed from the refrigerator or freezer where vaccines

or biologics are stored. This will help to avoid inadvertent confusion between expired and unexpired
vaccines/biologics.

Expired vaccines or biologics must be returned to the Immunization Program. The regional Immunization
Consultant must be notified. Refrigeration of expired vaccine during shipment is not necessary. Return of

vaccines to the Immunization Program will assure recovery of applicable federal excise taxes, accountability,

and proper disposal.

48



POLICY ON VACCINE TRANSFERS

Policy:

When any vaccine type (i.e. DTaP, HIB, DT (pediatric), Td (adult), Tdap, HBV, HAV, Polio, MMR,
VAR, MMR-VAR, MCV4, MenB, Rotavirus, HPV, Influenza, Pneumococcal (PPSV or PCV15 or
PCV20) is transferred from one Parish Health Unit to another, or to the Immunization Program in New
Orleans, an EPI-6 must be completed each time. The report is to be sent directly to the Immunization
Program in New Orleans. All transfers of vaccine or shipping materials to the Immunization Program
should be made through the courier service.

Rationale:

Because of the cost of vaccine it is necessary to maintain a formal protocol for the handling of vaccine that
Is being transferred between parish health units and/or branches of the Office of Public Health. This will
enable the Immunization Program to maintain adequate supplies and to assure there is minimum loss.

Guidelines:

Prior to transporting unexpired vaccine to the Immunization Program, please contact us to make arrangements.
The vaccine should only be shipped to our office on Monday through Wednesday. No vaccine should be
shipped to our office on weeks containing a holiday. Absolutely no shipment of vaccine should be made to our
office on Thursday or Fridays since it will arrive when the office is closed for the weekend and the shipment
will have to be stored at the shipper’s site over the weekend, which can render the vaccine inactive.

Unexpired vaccine must be shipped under refrigerated conditions as specified by individual vaccine handling
and storage procedures. Please see Policy on Transporting Vaccine. Health Units should notify the
Immunization Program immediately, if containers are not received intact. The courier should deliver
everything intact and should not keep anything. Please do not return containers and ice packs. The
Immunization Program is located at 1450 Poydras Street, Suite 1938, New Orleans, LA 70112-1938.

Persons picking up vaccine at our office must have an ice chest with frozen ice packs in order to transport
any vaccine.

To obtain the Vaccine Transfer Form, login into the LINKS system and go to ‘Reports’. Scroll down to ‘State
Reports’ and click this selection. Then scroll down to Vaccine Transfer Report to obtain the EPI-6.
Instructions for completing the EPI-6 are as follows (check the appropriate box):

o Transferred to: Name of the parish health unit or branch the vaccine is being transferred to including
the facility’s PIN number, or;

e Expired: Vaccines that have expired and past expiration date, or;
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e Damaged: If Vaccine has been damaged OR if other than vaccine expiration; only after
consultation from the Immunization Program in New Orleans.

Vaccine Type: DTaP, HIB, DT, Td, Tdap, Varicella, Polio, MMR, Influenza, etc.
Number of Doses: Doses in each vial.

Lot Number: Manufacturer's lot number that appears on the vaccine package.
Expiration Date: Date that appears on the vaccine package.

Remarks: Self-explanatory

Parish health unit/ Name of parish health unit or clinic that is transferring vaccine to another

health clinic transfer:  unit or branch including the facility’s PIN number.
Signature: Name of person transferring the vaccine.
Date of Transfer: Date vaccine is released to another health unit/clinic.

NOTE: One copy of the Vaccine Transfer Report should accompany the vaccine and a second copy should
be forwarded to the Immunization Program.

Questions concerning the Vaccine Transfer Report (EPI-6) should be directed to the Immunization Program
at: (504) 568-2600 or Fax (504) 568-2660.
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VACCINE TRANSFER REPORT IMMUNIZATION PROGRAM (EPI-6; rev 09/2012)

THE FOLLOWING VACCINE(S) WAS J TRANSFERRED TO
VFC PIN #
J  EXPIRED
(J DAMAGED
Vaccine Type Number of Doses Lot # Expiration Date
REMARKS:

TRANSFERRED FROM:

WHEN TRANSFER TAKES
PLACE PLEASE SEND REPORT
TO:

State of Louisiana
Department of Health
Office of Public Health
Immunization Program
1450 Poydras St., Ste.
1938 New Orleans, LA
70112-1938 Phone: (504)
568-2600

Fax: (504) 568-2660

VFC PIN #

Parish Health Unit or Clinic Name

Signature

Date of Transfer
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POLICY ON VACCINE USAGE AND INVENTORY
Policy:

All Vaccine Orders, Inventory, and Usage are to be recorded in LINKS through the use of the Vaccine
Ordering Management System (VOMS) module. VOMS offers a complete vaccine management system for
vaccine ordering/transferring, distribution, and accountability. In addition, VOMS achieves several
objectives which include: a) decreasing staff time spent ordering and tracking inventory; b) increasing
ability for facility to monitor orders and vaccine usage; c) enhanced inventory tracking may reduce vaccine
wastage; and d) meets Centers for Disease Control and Prevention (CDC) requirement for “dose level”
accountability of VFC vaccines.

Rationale;

The vaccine data collected in LINKS is used for the purposes of the budgetary process to justify and
document the Immunization Program’s funding requirements, in addition to evaluating the administration
and usage of the vaccine antigens for age-specific groups and implement strategies for improving
immunization coverage.

1. Vaccine Ordering:

Vaccine orders are to be created, submitted, and received in LINKS using the VOMS module by the
designated health unit/clinic personnel. This person will have VOMS access in LINKS and will be
responsible for ordering and inventory maintenance of all ordered vaccines. Instructions on the vaccine
ordering/receiving process can be found on the LINKS home page or by going to the following URL:
https://lalinks.org

2. Vaccine Usage Section:

The Vaccine Administered Report is available through LINKS and replaces the EPI-5 form. The LINKS
network report will be generated automatically by tabulating the report according to the antigens used and
specific age groupings. The age grouping column is further sub-divided to indicate the dose number given.
(Dose number given refers to whether the immunization administered was either the first, second, third or
fourth dose of the series).

To obtain the VVaccine Usage Report, log into the LINKS system and go to ‘Reports’. Scroll down to
‘Report module’ and click this selection. Then select Vaccine administered under Vaccines for Children
section and enter the appropriate information for the vaccine report compilation.

3. Vaccine Inventory Section:

Like the vaccine usage section the intention is to make vaccine inventory comprehensive and orderly. The
vaccine inventory report is also available via the LINKS system which will generate an automatic report of
the vaccine inventory for any given site. To obtain the Vaccine Inventory Form, log into the LINKS and go
to ‘Reports’. Scroll down to ‘Report module’ and click this selection. Then select lot number summary under
Vaccinations section and enter the appropriate information for the vaccine report compilation.

In the event that the LINKS system is not operational, designated person can place the order as soon as
LINKS is operational. In the event LINKS system is not operational for a length of time, the designated

person can contact Immunization Program Headquarters for direction.
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POLICY ON MOBILE VACCINATION UNITS

Policy:

Healthcare providers operating mobile vaccinations units (e.g., buses, vans) shall implement vaccine
transport and storage measures so as to maintain proper temperatures at all times and ensure vaccine
viability while in the field.

Rationale:

As the efficacy of a vaccine is highly dependent on its being stored under the right temperature
conditions, monitoring of stationary vaccine-storage units in offices or clinics has been an essential
component of immunization-practices assessments by public-health agencies. The often-overlooked
monitoring of portable storage units used by mobile-vaccination providers presents an additional
challenge which may involve specialized measures different from those taken for stationary units.

Guidelines:

All providers administering federal vaccines must meet all program requirements including, but not limited
to, eligibility screening and documentation; proper vaccine administration fee billing; and receiving required
site visits including the assessment of where vaccine is stored prior to scheduled clinics and how vaccines are
stored, handled and administered on site. The official VFC registered health care provider signing the
agreement must be a practitioner authorized to administer pediatric vaccines under state law. In addition, this
provider is also held responsible for the compliance of their entire organization and any provider
administering vaccine under the agreement.

In addition, awardees and providers must:
1. Request, review and approve mass vaccination protocols to ensure that the outreach efforts meet all
VFC requirements including how the provider is establishing vaccine need (provider profile) and
oversee vaccine ordering for each clinic site to ensure proper amounts of public stock are transported
on each clinic day.
2. Maintain current listing of clinic dates and locations and vaccine amounts that will be transported that day.
To ensure vaccine is managed properly, the following storage and handling practices are required:

1. Vaccine must be ordered and shipped directly from CDC to a location within the awardee jurisdiction.

2. Vaccine received in one awardee jurisdiction must be administered within that awardee jurisdiction
(state, city, and parish boundaries).

3. The vaccine may be transported, not shipped, to local schools or other community sites where the
temporary clinics will be held.

4. Only amounts of vaccines that are appropriate, based on VFC need, should be transported to each
scheduled clinic.

5. Vaccine must be transported to and from the scheduled clinic at appropriate temperatures and must be
53



monitored by a continuous monitoring and recording device with a probe in buffered material. Temperatures
during transport must be documented.

6. Upon arrival at the clinic site, the mass vaccinator must ensure that vaccine is stored to maintain
appropriate temperature throughout the clinic day:

A. Since the vaccine is at a temporary location, temperature data must be reviewed and documented
every hour during the clinic day, using a continuous monitoring and recording device with a
digital display and probe in buffered material.

B. Vaccines exposed to temperature excursions must be labeled “do not use” until further information
can be gathered from the manufacturer(s) and awardee on the usability of the vaccine.

7. After each clinic day, the mass vaccinator must:

A. Assess temperature data temperatures prior to placing vaccine back into storage units to prevent
inadvertent administration of vaccine that may have been compromised

B. Vaccines exposed to temperature excursions must be labeled “do not use” until further information
can be gathered from the manufacturer(s) and awardee on the usability of the vaccine.

If the unit does not contain a stand-alone refrigerator or freezer, Louisiana requires the use of portable
refrigerators/freezers for the storage of mobile vaccines.

Insulated containers are not allowed for mobile vaccination units.

Dormitory or bar-style refrigerator/freezers should not be used to store ANY vaccine.

Portable refrigerators/freezers must maintain the appropriate temperature ranges (36°to 46° F (2° to 8° C) for
refrigerators, -58° to 5° F (-50° to -15° C) for freezers) for at least one week before mobile vaccines are stored
in these units and administered in the field. During this one-week period, providers are required to monitor
and document temperatures for their portable vaccine-storage units at least twice a day. Temperature
documentation must contain:

At least two temperature readings per day

The time and date of each reading

The name (or initials) of the person who assessed and recorded the readings

The minimum and maximum temperatures of each unit once each workday (preferably in the morning)

Temperatures in portable storage units shall be monitored using a digital data-logger thermometer with the
following features:

Detachable probe in a buffered material (e.g., glycol) with continuous monitoring capabilities
Easily-readable temperature from the outside of the unit

Alarm for out-of-range temperatures

Current, minimum, and maximum temperatures

Reset button

Low-battery indicator

Accuracy of +/-1°F (0.5°C)
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e Memory storage for at least 4,000 readings (the device must also not write over old data and

stop recording when memory is full)
e User-programmable logging interval (or reading rate)

Information:

Further information on data loggers and vaccine storage may be obtained through the following
documents found in the LINKS Document Center at https:/lalinks.org or by contacting the

Immunization Program at (504) 568-2600.

e 2019 Louisiana VFC Thermometer Guide
¢ Vaccine Storage and Handling Toolkit — January 2019
e LA VFC Refrigerator and Freezer Guide 2019
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I11. GENERAL POLICY REGARDING IMMUNIZATION

VACCINE ADMINISTRATION RECORD; VACCINE FOR CHILDREN (VFC) PATIENT
ELIGIBILITY SCREENING RECORD; AND REGISTRY AUTHORIZATION

Policy:

The parent, legal guardian, patient, or other person, as appropriate, must read and understand an important
information statement/vaccine information pamphlet prior to the administration of each dose of vaccine
being given in any OPH parish health unit clinic and/or administered by OPH personnel. Under federal
mandate, health care providers are not required to obtain the signature of the patient or parent or guardian
acknowledging receipt of the vaccine information materials. To ensure that a record of the provision of the
materials exists, the form requires the signature and title of the vaccine administrator. The health unit phone
number where the individual receives the vaccine must be given in case the patient has follow up questions
after receipt of the immunization. VFC patients must also be screened for eligibility at each clinic visit.

Rationale:

The courts, and Congress (with the enactment of the Vaccine Injury Act of 1986), have established legal
requirement that the patient or other responsible person be informed of the benefits and risks involved in
vaccination, however small those risks may be. OBRA93 provides vaccines (VFC) for eligible persons less
than 19 years of age and requires screening at each clinic visit.

Procedure:

1. If the parent or legal guardian accompanies the child to the clinic or if vaccine is given to an adult, the
important information statement/vaccine information pamphlet form for the vaccine(s) to be administered
shall be given to the responsible adult or adult patient. The adult should take the opportunity to read the
statement or to have it read to him, be able to ask questions relating to the form and request additional
information or clarification regarding vaccination. In the same way, questions related to the VFC
Program and LINKS can be discussed. If questions are raised, they must be answered to the satisfaction
of the responsible adult or adult patient. Once questions have been answered and no further explanations
are required, the nurse may then proceed with the immunization.

2. For an individual younger than age 18 in Louisiana, documented verbal or signed parental or legal
guardian consent is required in order for the child to receive vaccinations of any kind. LDH advises
PHUs to utilize an informed consent form (or electronic equivalent) for all vaccinations administered to
minors.

Specifically for COVID-19 vaccinations provided to minors, the state developed this sample consent form
that can be found at:
https://ldh.la.qgov/assets/oph/Coronavirus/marketingmaterials/parentalconsent/PfizerCOVID- 19-Parent-
Guardan-Consent-Screening-Form.pdf

3. Storage and Retention: In accordance with VFC guidelines the Patient Eligibility Form must be retained
for three years. The Vaccine Administration Record must be retained for a period of 10 years following
the end of the calendar year in which the form is signed, as directed by the OPH Medical Record

Retention Checklist, June, 2001. In addition, if a notice of a claim or lawsuit has been made, the Vaccine
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Administration Record/VFC Patient Eligibility Screening Record should be retained until after a final
disposition of the claim or litigation (including appeals). The original signed copies are to be maintained
in the respective parish health unit in boxes identified by year and month(s) to facilitate retrieval of a
particular form when necessary. See IDM 711 dated November 19, 1993 for additional information.

Further inquiries on this subject may be addressed to the Immunization Program at (504) 568-2600, fax
(504) 568-2659.

For a copy of the Vaccine Administration Record/VFC Patient Eligibility Screening Record see form at the
end of this chapter or log into LINKS under ‘Reports’, go to ‘State Reports’ and scroll down to ‘Other’
and select ‘VFC VAR Blank’.

Special note: The Vaccine Administration Record/VFC Patient Eligibility Screening Record must be

completely filled out at the time services are performed. This includes providing the telephone number of
the health unit to the patient, parent, legal guardian, or other responsible adult to report any reactions.
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POLICY ON ROUTE OF ADMINISTRATION

Policy:

DTaP, HIB, HBV, DT (pediatric), Td (adult), Tdap, MCV4, MenB, PCV15 or PCV20, HAV influenza and
all other vaccines should be given by the intramuscular (IM) route and will be injected by that route and not

subcutaneously.

MMR, VAR-MMR and Varicella should be given subcutaneously and not intramuscularly. IPV and
PPSV23 may be administered either intramuscularly or subcutaneously.

None of the vaccines recommended by the ACIP should be administered via gluteal route.

Rationale:

The incidence of sterile abscess and severe local reactions is increased when intramuscular (IM) vaccines,
such as DTaP, HIB, HBV, DT (pediatric), Td (adult), Tdap, MCV4, MenB, PCV15 or PCV20, and influenza

vaccines are injected into the subcutaneous tissue. Injections given in the gluteus site may risk damage to the
nerve tissue.
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TECHNIQUES FOR ADMINISTRATION OF INJECTIONS

Policy:

The technique outlined in the following pages will be used for administering injections by parish health unit
nurses in the Office of Public Health.

Procedure:

There are four routes of injection, depending on the anatomic location in which the injection is given:
intradermal, subcutaneous, intramuscular and intravenous.

1.

The intradermal injection is given into the most superficial layers of the skin and is mainly used to
give diagnostic skin tests (tuberculin test, coccidioidin skin test).

. The subcutaneous injection is given beneath the skin into the fatty tissue which lies between the outer

skin and the underlying muscle; this route is used for administration of medications and biologics such
as measles and Varicella vaccines.

The intramuscular injection is given directly into the muscle mass, and is a common route for
administration of biologics such as immune serum globulin (ISG) or DTaP vaccine, which requires a
larger volume of muscle for slow absorption and to minimize local reactions.

The intravenous route is generally used for medical treatment, and is not relevant to immunization
activities conducted through the parish health units of the Office of Public Health, except in treatment of
emergency conditions.

Equipment:

1.

Intradermal Injections

A. Sterile disposable 1-cc tuberculin syringe with 269 - 3/8" needle.

B. Prepackaged alcohol swabs.

C. Vial of PPD tuberculin solution or other appropriate skin test material.
Subcutaneous Injection

A. Sterile 3-cc syringe with 25¢g - 5/8" needle (for administration of insulin use disposable insulin
syringe with 25¢g - 5/8" needle).

B. Prepackaged alcohol swabs.
Intramuscular Injections

A. Sterile disposable 3cc syringe with needle, gauge and length appropriate for the patient's body habitus
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and stature, as below:

1. In most children ages 0-4 years old, a 23g - 1" needle will be necessary for administration of
IM vaccine into the thigh (or deltoid site, if appropriate). (Infants born prematurely and who do
not have sufficient subcutaneous tissue, may require a 25g — 5/8" needle.)

2. In children 5-11 years of age of small to average stature, a 25g 5/8" needle for the deltoid site
will be adequate. Heavier children with a thick subcutaneous layer of tissue will require a 23g -
1" needle to reach the muscle. (To determine the thickness of the subcutaneous tissue lightly
pinch movable skin between the thumb and index finger).

3. Children 12 years of age or older and adults of average stature should receive intramuscular
injections in the deltoid site with a 23 gauge I" to 1 % " needle to insure injection into the muscle
(obese children and adults will require a 1 %2 " needle for injection).

4. If the thigh is used on older children and adults, a 1" to 1 ¥ " needle should be used to insure
injection into the muscle.

B. Prepackaged alcohol swabs.

Procedure:

. Wash hands carefully.

. Observe universal precautions.

. Check vial(s) to be sure intended vaccine is being used.

. Cleanse the rubber stopper of the vial with an alcohol swab.

. Determine the proper dosage and ensure that the particular patient will receive the appropriate dosage
and/or amount.

. Using the proper syringe, draw amount of solution to be injected into the syringe and expel all air bubbles.
. Inform the patient (and parent/guardian of child to be immunized) about the procedure and if

necessary, instruct the parent/guardian on how to hold an infant or young child to avoid injury

during the injection procedure. (See policy regarding unruly and resisting children).

. Counsel the patient/parent on any side effects he/she may experience from the injection. Provide

pertinent literature to the patient/parent and include the health unit telephone number to report

reactions. Ask if there are any questions and answer the patient's or parent/guardian’s questions.

. Select the proper injection site, based on the size of the tissue available on the patient, and the
volume of material to inject.

A. Intradermal injections: Ventral portion of forearm
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B. Subcutaneous injections: option of two sites
1. outer aspect of the upper forearm at the insertion of the deltoid muscle
2. mid-antero-lateral surface of the thigh (rectus femoris muscle)
C. Intramuscular injections: options according to age of patient
1. infants and children
a) upper antero-lateral quadrant of thigh
2. children more than 4 years old and adults:

b) deltoid muscle of upper arm
) upper antero-lateral quadrant of the thigh

Note: Because of the increased risk of injuring the sciatic nerve and poor antibody response. DO NOT use
gluteal site on anyone regardless of age.

10. Cleanse the injection site with alcohol swab, and allow the site to dry.
11. Insert the needle into/beneath the skin at the appropriate angle.

Note: When giving subcutaneous and intramuscular injections, lightly compress the skin so as to increase
the penetrable subcutaneous or muscle mass.

A.When giving an intradermal injection, spread the skin taut with thumb and index
finger, Intradermal injections: at 15 degrees or less

B. Subcutaneous injections: at 45-60 degrees.

C. Intramuscular Injection:
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1. In the upper antero-lateral quadrant of thigh -- insert needle inferiorly at an angle of 450 with
the long axis of the leg and posteriorly at a 450 angle to the table top with the patient supine.
(See picture below.)

Long axis of leg

Anterior

¥d Y Upper lateral
45 Degrees _ quadrant

.......... q — Femoral vessels

Lateral

Sciatic nerve

Table Top (Posterior)

2. In the deltoid -- insert the needle at a point halfway from the acromion to the deltoid
tuberosity. (See picture below.)

Deltoid Muscle

Deltoid Tuberosity
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3. Inthe gluteal area -- insert the needle lateral and superior to a line between the posterior superior
iliac spine and greater trochanter. The needle should be inserted at an angle of 90 degrees to the
table (rather than the skin) on which the individual is lying. (See picture below.)

NO VACCINE SHOULD BE GIVEN IN THE GLUTEAL AREA.

Posterior Superio
Iliac Spine

Gluteus Maximu:

Greater
Trechanter

Sciatie Nerve

Reference

tBergeson, Paul S., et al., Intramuscular Injections Pediatrics 70: 944, 1982.
4. When the needle is in the desired anatomic location (intradermal, subcutaneous, or intramuscular).
5. Inject the solution. (Intradermal injection will result in a visible bleb in the skin).
6. After injection is completed, withdraw the needle and place an alcohol swab over the injection site.
7. If the injection site bleeds slightly place a Band-Aid over it.
8. Place syringe into a sharps container for disposal.
9. Record the immunizations in the LINKS registry, type of vaccine, date of injection, site of

injection, the manufacturer, lot number, the expiration date, and name of provider that
administered the vaccine(s).
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POLICY ON INFORMING PARENTS OF POTENTIAL VACCINE REACTIONS

Policy:

Nurses administering vaccines or biologics in OPH clinics will inform the patient, parent, legal guardian, or
other responsible adult of common side-effects of the vaccine and steps that should be taken if these side-
effects occur. According to General Recommendations on Immunization: Recommendations of the ACIP,
all health-care personnel administering vaccinations should be aware of the potential for syncope after
vaccination, especially among adolescents, and should take appropriate measures to prevent potential
injuries. If syncope occurs, the vaccine recipient should be observed until symptoms resolve. Healthcare
providers should strongly consider observing patients for 15 minutes after they are vaccinated.

The nurse must verify the patient, parent, legal guardian, or other responsible adult has been made aware of
the rare side effects through assuring that the important information statement/vaccine information
pamphlet has been read. In addition, in the event of an adverse event, the telephone number of the parish
health unit must be recorded in the space provided at the end of the important information
statement/vaccine information pamphlet so that the patient, parent, legal guardian, or other responsible
adult will know where to call.

Rationale;

Informing the responsible person fulfills the legal requirement to provide an appropriate important
information statement/vaccine information pamphlet.
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REPORTING OF ADVERSE VACCINE REACTIONS

Policy:

All adverse vaccine reactions reported to the OPH offices will be investigated and the Vaccine Adverse
Event Reporting System form (VAERS-1) must be forwarded to the Immunization Program office in New
Orleans. Immediately (within 24 hours) upon a patient’s report or occurrence of adverse events following
vaccination, the vaccine provider must submit a VAERS report to the Program Office for further
investigation and follow-up to be conducted. Once the VAERS report is submitted to the Program Office,
the case report shall be assigned with a Louisiana ID number prior to submission to the VAERS system.
This information is reported as part of the Centers for Disease Control and Prevention surveillance system.

Vaccine adverse events for vaccines administered in the public sector should be reported on the VAERS-1
form followed by submission of the original form to the Immunization Program. The information required on
the form should be complete and not detained for further follow-up. VVaccine adverse events reported by the
private sector should be reported directly to the VAERS system.

Rationale:

Reporting of adverse vaccine reactions provides knowledge about rare side effects of vaccine, and allows
OPH to better inform clients about the side effects of vaccine and ways to reduce reactions. Should it become
necessary to withdraw a vaccine lot number, the information from the adverse event's lot number and
expiration date becomes very important.

Online reporting is strongly encouraged. Please report clinically important adverse events that occur after
vaccination of adults and children, even if you are not sure whether the vaccine caused the adverse event.
The Vaccine Adverse Event Reporting System (VAERS) accepts all reports, including reports of vaccination
errors. Guidance on reporting vaccination errors is available if you have additional questions.

Two Ways to Submit an Online Report to VAERS
Option 1 — Report online to VAERS (Preferred)
Option 2 — Report using a Writable PDF Form

Report an Adverse Event: https://vaers.hhs.gov/reportevent.html
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SIMULTANEOUS ADMINISTRATION OF VACCINES

Policy:

Any child seen in an OPH immunization clinic, who is not current with his immunizations, should be given

a single dose of each vaccine or a licensed manufactured-FDA approved combination vaccine (ex.
HBV/HiB) needed at that visit.

Rationale:

Serologic studies have shown no reduction in antibody response when multiple vaccines are given. Side
effects are not increased by giving multiple vaccines simultaneously. Compliance with the recommended
schedule is more likely to be achieved with a minimum number of required visits.

Example:

An 18 months old child present at a clinic with a history of having received a single DTaP and IPV. This

child will be given an injection of DTaP, MMR, Varicella, HiB, HBV, PCV15 or PCVV20, HAV and IPV.

Combination vaccines appropriate for age may be given to reduce the number of injections to the child.
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MIXING VACCINES

Policy:

OPH staff shall not mix different vaccines for administration in a single syringe. Each type of vaccine will
be given by separate injection. Exceptions to this policy apply only when specifically described by the
vaccine manufacturer.

Rationale:

Vaccines may require different stabilizers and preservatives and have different chemical compositions.
Mixing vaccines may therefore inactivate vaccines or increase side effects.

Example:

A child is to receive MMR and PCV15 or PCV20. The vaccines are given as two separate injections at
different injection sites. They are not mixed in a single syringe.
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CHILDREN WITH INTERCURRENT ILLNESS
Policy:

1. Children with minor illnesses not accompanied by high fever shall be vaccinated when seen at
OPH vaccination clinics.

2. Children with high fever shall not be vaccinated at OPH vaccination clinics.

3. Children taking antibiotics for intercurrent illnesses who are not febrile may be vaccinated.

Rationale:

Minor illnesses do not interfere with seroconversion following vaccination. Children who have frequent
minor illnesses such as colds or ear infections may significantly delay their immunizations if they are not
vaccinated while at the clinic during these illnesses. While reduced rates of seroconversion have not been
shown to occur in children with fever, we do not wish to add possible febrile reaction to vaccination to an
acute, severe illness. In addition, if a child is vaccinated during a severe illness, effects of the illness may
be falsely attributed to vaccine.

Definition: Fever is defined for this policy is a temperature greater than 101 degrees.

e Normal temperature range: 96.6-100.9 then vaccinate patient

e Temperature <96.6, reassess temperature and if second assessment <96.6 refer to primary care
provider

e Fever: >101 degrees, do not vaccinate and refer patient to primary care provider
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POLICY ON IMMUNIZATIONS OF HIV-INFECTED INDIVIDUALS
Policy:

The following vaccines will be given to children and adults with HIV infection who are served in the parish
health units. Whether a patient receives certain vaccines depends on the patient’s degree of
immunosuppression-based upon the CD4 count and CD4 percentage. The administration intervals, as
published in Louisiana’s OFFICIAL IMMUNIZATION SCHEDULE, are the same as for other
individuals.

The subsequent guidelines should be followed:

VACCINE HIV INFECTION
CD4 Count >200 | CD4 Count <200

COVID-19 YES* YES*

DTaP YES* YES*

Td YES* YES*

Tdap YES* YES*

IPV YES YES

(**Never Oral Polio Vaccine)

MMR YES NO

Hepatitis A YES YES

Hepatitis B YES YES

Hib YES YES

Varicella YES NO

MCV4 YES YES

MenB YES YES

MMR-VAR YES NO

Pneumococcal (PPSV) YES YES

Pneumococcal (PCV) YES YES
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Influenza YES YES
(**Never give nasal
inhalation influenza vaccine
— Use IM injection vaccine

Rotavirus NO NO

HPV YES YES

* Age appropriate vaccine and schedule used.

http://www.cdc.gov/vaccines/adults/rec-vac/health-conditions/hiv.html
(Updated March, 2014)

http://www.cdc.gov/vaccines/schedules/easy-to-read/adult-conditions-
easyread.html (Site Updated February, 2016

https://www.healthychildren.org/English/safety-prevention/immunizations/Pages/Weakened-lmmune-

Systems.aspx
(American Academy of Pediatrics Supported Site - Updated November, 2015)
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https://www.healthychildren.org/English/safety-prevention/immunizations/Pages/Weakened-Immune-Systems.aspx
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POLICY ON IMMUNE GLOBULIN, BLOOD PRODUCTS AND ROUTINE VACCINATION
Policy:

1. Vaccination with Measles, Mumps, Rubella vaccine, and Varicella or MMR-VAR vaccine should be
deferred after administration of Immune Globulin (IG) or after blood transfusions. Specific intervals
depend on the product given.

2. Persons inadvertently given the above vaccines too soon after IG administration or blood products
must be revaccinated after an appropriate interval has elapsed.

3. 1G administration should preferably be delayed until 2 weeks after administration of measles, mumps,
rubella vaccine, or Varicells/MMR-VAR vaccine.

4. Persons given IG or blood products less than 2 weeks after administration of measles, mumps and/or
rubella vaccines must be revaccinated with the appropriate measles, mumps and/or rubella after the
appropriate interval has elapsed.

Rationale:

Immune Globulin (previously known as ISG, gamma globulin, GG, gamma G.) contains antibodies
commonly found in the serum of many persons. These antibodies may interfere with the replication of the
virus in live virus vaccines. Replication of the virus is necessary for the vaccines to produce immunity to
the disease. Thus, IG may prevent seroconversion following vaccination with live virus vaccines to which
the general population is immune. Because replication is not necessary for killed vaccines and toxoids, and
the amount of antibody in IG is small, killed vaccines and toxoids may be given following IG with no
adverse effect on seroconversion.

Note: In certain unusual situations, (i.e., a disease outbreak) this policy may be temporarily suspended, but
only on specific direction by the Regional Medical Director or OPH Medical Consultants.

For more information on administration of immune globulin preparations and vaccines see the appropriate
table in the “Epidemiology and Prevention of Vaccine Preventable Diseases” manual.
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POLICY REGARDING UNRULY AND RESISTING CHILDREN

Policy:

The parents of unruly or resisting children shall be asked to control and/or restrain the child. OPH staff are
not permitted to use punitive physical force against a child regardless of provocation. OPH staff may assist
parents with the restraint of a child during an immunization procedure as long as excessive force is not used.

Rationale:

Unruly or resisting children disrupt clinic activity, and may injure themselves or others.

Guidelines:

Recommendations for handling the resisting child for elective procedures are as follows:

Use a soothing tone of voice to tell the child that the injection is going to be given, where it is going to be
given and that some pain will be felt for a short time only. Answer questions the child may have. If this is
not successful, then:

1. Ask parents and child to return to the waiting room until the child is calm and quiet.

2. Try to carry out the procedure a second time.

3. If the child still resists to the point that the child or staff may be injured in the process of
administering the required procedure, then:

A. Inquire of the parent whether or not terms like "shots,” "doctor,” or "nurse" have been used as the
threat for bad behavior or whether similar negative experiences have been common in the child's
environment.

B. Explain to the parent that the procedure may harm the child if given under present circumstances.

C. Ask the parent and child to return to the next clinic, or if convenient, to return at a time when there is

no clinic so that the atmosphere may be quieter and the child is less upset by others.

D. During interval, suggest that the parent work with the child to develop more positive attitudes and
behaviors.

E. Record child's resistance and action taken on an appropriate record.
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RECOMMENDED HANDLING OF THE RESISTING CHILD WHEN A PROCEDURE MUST BE
DONE

1. Always explain to the parent and obtain prior approval in advance for the restraining procedure you
intend to employ.

2. For immunizations, one effective means of holding the preschool child is as follow:

A. Place the child in a sitting position on the lap of the parent or staff person, facing towards the
parent's right side. The child's right arm is tucked under the parent's left arm. The parent then
restrains the child's free left arm against the child's body with the parent's left arm. The parent
restrains the legs across his/her lap with the right arm.

B. If the thigh is the site chosen for administration of an injection, the parent's right hand/arm may be
moved to just below the child's knee in order to more snugly restrain the legs. If the child is facing
the parent's left side, the extremities will reverse. It may be necessary to have the child's legs held
securely between the mother's legs to avoid injury to personnel, patient, or from kicking mother.

3. Record child's resistance and action taken on appropriate record.
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POLICY ON THE MANAGEMENT OF EMERGENCY REACTIONS

Policy:

1.

All nursing personnel involved in immunization activities shall be trained in the management of
emergency reactions, including cardiopulmonary resuscitation (CPR) and other emergency procedures
necessary to deal with reactions to vaccines or biologics.

. All new nursing personnel will be trained as above within the first quarter of employment with the

agency.

. Refresher courses in management and emergency reactions must be conducted at least annually.

The responsibility for coordinating and assuring adequate training rests with regional personnel,
who should maintain a current listing.

. Emergency equipment, and supplies, as outlined in the protocol on vaccine reactions and their

management, must be maintained by each office. Maintenance includes renewal of medications as
needed, testing of equipment and replacement of used or worn-out components. In order to assure
proper maintenance it is suggested that an itemized sheet be used monthly to record dates that
emergency equipment was checked.
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PROTOCOL ON VACCINE REACTIONS AND THEIR MANAGEMENT

Introduction:

Modern vaccine administration is rarely complicated by serious adverse reactions. This protocol is not

intended to replace information on contraindications, precautions or side effects contained on the

appropriate product insert or vaccine information statement. Rather, this protocol is directed to the reactions
which may occur within a short period after the vaccination. It is the responsibility of the parish health unit
to ensure that in every setting in which immunizations are provided, the appropriate emergency equipment

is available to handle serious reactions to vaccine.
Types of Reactions:
1. Local Reactions: slight bleeding, pain, swelling, and redness at the injection site.

2. Systemic Reactions:

A. “Pre-faint”: Refers to a feeling of weakness, nausea, sickness or feeling strange. This usually precedes

an actual loss of consciousness by only a few seconds.

B. “Faint”: Fainting is due to a sudden, brief loss of crucial blood flow to the brain. It is usually
caused by severe anxiety or pain - a “vasovagal” reaction. By causing the person who faints to

collapse to the floor, the faint actually becomes a protective reaction, since blood flow to the brain
resumes when the head is lowered to a level even with or below the heart. Other causes of fainting
include severe blood loss, rapid assumption of a standing position (“orthostatic” faint) or cardiac
arrhythmia or arrest with cessation of blood flow because the heart is pumping inefficiently or not
at all).

. Rashes and urticaria (hives): Allergic reactions mediated by the release of certain chemicals in the
body, including histamine, can be caused by a reaction to substances to which the person has been
sensitized and is allergic. Urticaria (hives) may occur alone or may be the first sign of
anaphylaxis.

D. Anaphylaxis: Anaphylaxis is a life-threatening allergic reaction which may occur after injection or

ingestion of a substance to which the person is sensitized. The mechanism of anaphylaxis is not
related to the immune mechanism, which causes local reactions (even severe local reactions).
Severe local reactions do not predispose individuals to anaphylactic reactions.

Anaphylaxis may begin with generalized itching, anxiety and sudden dramatic reddening of the skin with
the development of hives (urticaria). Other early features may include swelling of the face and difficulty
breathing. Without intervention, anaphylaxis can progress to bronchospasm, laryngeal edema, shock,

respiratory arrest and cardiac arrest. It is a true medical emergency.

Cardiac Arrest: There are many causes of cardiac arrest, but diagnosis and initial management follows a

standard pattern, regardless of cause.
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Management of Reactions

The most important part of managing vaccine-related reactions is advance preparation for any emergency
that may arise. The essential components of this preparedness include:

1. Understanding the basic emergency protocols;
2. Reviewing emergency procedures on a regular basis;
3. Rehearsing the management of emergencies;

4. Assuring that all necessary materials are present, intact, functional, and that medications and supplies
have not passed the expiration date.

Besides equipment and medications, certain information must be determined in advance and made readily
available. This includes emergency telephone numbers (ambulance, rescue squad, etc.) which should be
taped on or near phones in patient care areas.

A copy of Emergency Protocols shall be kept with the Emergency Cart/Tray.

Standing Orders

See Policy Memorandum Number 119 (Revision 4), dated 7-1-2000, for Standing Orders.

For further information on Vaccine side effects, adverse reactions, contraindications, and precautions see
MMWR 1996; 45(RR-12): 1-35 or www.cdc.gov/mmwr/preview/mmwrhtml/00046738.htm on the internet.

Cardio-pulmonary Resuscitation (CPR)

The techniques of cardio-pulmonary resuscitation (CPR) must be known by all nurses and used
appropriately, if necessary. Refresher courses must be obtained annually from certified trainers or
instructors.

Emergency Supplies and Equipment*

An emergency kit (cart) and an emergency supply of oxygen must be available in close proximity in each
health unit or other OPH clinic facility. The cart must contain at all times, at a minimum, the following:

TOP OF CART
Box of gloves (latex and non-latex)
Clip board with papers for documentation and pen (1 each)

SIDE OF CART (HANGING)
Oxygen (Ready to administer) (1 tank)

DRAWER ONE

Alcohol swabs (one box of swabs)

Atropine sulfate injectable 0.4mg/ml vial (2 vials)
Benadryl 50 mg/cc (1 vial)

Epinephrine solution 1:1000 (3 ampules)
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Needles 1 in. and 1 %2 in., 21 and 23 gauge (5 each)
Syringes TB, 2, 3, 5 and 10ml (5 each)
“Combivir” tablets (10 each)

DRAWER TWO

Angiocaths Nos. 18, 20, 22, 24 Gauge (2 each)
Butterflies (Pediatric IV needles) 23 Gauge (2 each)
Infusion sets and tubing (2 each)

IV Start Kits (2 each)

Normal Saline solution for IV (500ml) (1 Pack)
Tape, scissors, 4’x4” sterile gauze pads package (1 each)

Tourniquets (latex and non-latex) (1 each)

DRAWER THREE

Optional: Endotracheal tubes (adult and pediatric) (1 each)

Optional: Laryngoscope (adult, pediatric, curved, straight) with batteries and extra bulbs (1ea)
CPR mouth —to-mask emergency resuscitator (1 resuscitator)

Oral airways, adult (small, medium, large) and pediatric (infant, child) (1 each)
Blood pressure cuff (pediatric, adult, and large adult sizes) (1 each)

DRAWER FOUR (LARGE AREA)

Bag-valve masks (various sizes-adult and pediatric, disposable) (1 each)

Emergency Delivery Kit (1 kit)

Heavy duty extension cord (50ft) (1 cord)

Oxygen cannula and masks (disposable masks, large, medium, and small sizes) (1 each)
Suction Machine and tubing and tips (1 each)

The assigned nurse is responsible for ensuring that the emergency tray is complete, that materials are
checked routinely and outdated medications or broken equipment is immediately replaced, and that the tray
is immediately available at any site where immunizations are being administered. The emergency tray must
be present in the room where immunizations are being given, or if several rooms are involved, in a key
central and immediately accessible location. All personnel involved in the operation of an immunization
clinic must know where the tray is located.

*numbers of items indicated are suggested only for minimum number to keep in stock
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CARDIAC ARREST PROTOCOL

The treatment of cardiac arrest, which may be caused by a wide variety of problems, requires
knowledge of cardio-pulmonary resuscitation (CPR).

Nursing Assessment

It is vital to establish the presence of cardiac arrest before initiating treatment.

Check for a carotid pulse. If no carotid pulse, the presence of cardiac arrest is established.

Treatment:

Immediate reaction to this life-threatening emergency is needed.

1.

Call for help. Have an ambulance called immediately and tell them it is a cardiac arrest. Note the
time and record all pertinent events prior to their arrival.

. Establish airway clearance.
. Initiate CPR.
. Transport patient to the nearest hospital emergency room that is capable of treating a critically ill patient.

. Keep an accurate record of events for the medical record. Send a copy with the patient to the hospital. In

the report, include information about the offending medication and the details leading up to the arrest, as
well as the details of the resuscitation.

. When the emergency has passed, complete the VAERS report form and notify Risk Management.

The patient’s immunization record and other medical records should indicate a contraindication to
further immunization with the specific vaccine used. Inform the patient’s regular medical provider of
the occurrence and type of reaction.
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ANAPHYLAXIS PROTOCOL

Anaphylaxis results from an exposure to an antigen to which the patient has been previously sensitized. The
onset is characteristically sudden and dramatic. Anaphylaxis may cause shock, cardiac arrest, respiratory
difficulties due to laryngeal edema and respiratory failure. The patient may describe a feeling of impending
doom immediately before the onset of other symptoms. Anaphylaxis normally occurs within 30 minutes of
exposure to the inciting antigen. Anaphylaxis may cause shock, cardiac arrest, or, most commonly,
respiratory difficulties due to laryngeal edema.

Symptoms:

Generalized flush, coughing, urticaria, severe anxiety, dyspnea, wheezing, vomiting, cyanosis, shock
Treatment: TREATMENT MUST BE INITIATED IMMEDIATELY

Call for help. Notify Emergency Medical Services

Place the patient in recumbent position. Elevate legs. Remove dentures, if present.

Evaluate and maintain airway clearance, breathing, and circulation. Check Vital Signs (pulse, blood
pressure, and respiratory rate).

Start Basic Life Support (cardiopulmonary resuscitation (CPR)), if necessary.

Give aqueous epinephrine solution (1:1000) subcutaneously. The dosage schedule for aqueous epinephrine
is:

0.01 ml/kg/dose subcutaneously up to a maximum of 0.5 ml.

If the exact weight is not known, estimate weight and use the following guidelines for epinephrine solution
(2:1000):

WEIGHT DOSAGE
Less than 10 Ibs. 0.05 ml
10-20 Ibs. 0.05-0.1 ml
21-40 Ibs. 0.1 -0.2ml
41-60 Ibs. 0.2 -0.3ml
61-80 Ibs. 0.3 -0.4ml
81-100 Ibs. 04 -0.5ml
Greater than 100 Ibs. 0.5 ml

Repeat the dose of aqueous epinephrine every ten minutes if there is no immediate improvement in pulse,
respirations, or blood pressure. The dose can be repeated up to a total of 3 doses.

Oxygen may be given at a flow rate of 4-6 liters per minute.

Give normal saline by IV drip at a rate to keep the vein open.

79



If MD is present, give diphenhydramine (Benadryl) IV push or IM (if ordered by MD only) according to
the weight of the patient (known or estimated). Benadryl dosage (50mg/ml) based on about 1 mgm/Kg or
0.5 mgm/Ib body weight per dose.

If the exact weight is not known, estimate weight and use the following guidelines for diphenhydramine
(Benadryl):

WEIGHT DOSAGE
Less than 10 Ibs. 0.08 ml
10-20 Ibs. 0.1-0.2ml
21-40 Ibs. 0.2 -0.4ml
41-60 Ibs. 04 -0.6ml
61-80 Ibs. 0.6 -0.8ml
81-100 Ibs. 0.8 -1.0ml
Greater than 100 Ibs. 1.0 ml

Give copy of documentation to EMS upon arrival or transport the patient to the nearest hospital
emergency room capable of treating a critically ill patient.

Keep a record of all events, including frequent vital signs and any drugs given or other treatment
provided. Send a copy of this record with the patient. Include the name of the offending allergen (vaccine
or drug).

When the emergency has passed, complete the VAERS report form and notify Risk Management. The
patient’s immunization record and/or other medical records should indicate a contraindication to further

vaccination with the specific vaccine involved. Inform the patient’s regular care provider of the occurrence

of the reaction.

P.M. NO. 119 (Revision 5)
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EMERGENCY REPORT

NAME ID#

ADDRESS PHONE

AGE WEIGHT ALLERGIE(S)

DATE: EMERGENCY START TIME TIME EMS CALLED

HISTORY (Pertinent to this incident, i.e. known allergies previous reactions to medications or injections)

PHYSICAL ASSESSMENT (Pertinent to this incident, i.e. airway, circulation, temp.)

VITAL MEDICATIONS

SIGNS

(g 5 min)

TIME P R BP | TIME NAME DOSE | ROUTE | SIGN

INTERVENTIONS: OXYGEN: [] BLS: [] IV:

DISCHARGED TO: Hospital Home

CONDITION: Stable Unstable

Clinic Personnel

[]

(PRINT NAME)

EMS Personnel

(SIGNATURE)

(PRINT NAME)

TIME EMS assumes care

P.M. 119 (Revision 5)

(SIGNATURE)
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Date

Oxygen (full, regulator working)

Suction working (extension cord)

Epinephrine 1:1000

Benadryl
(Diphenhydramine) 50

Atropine sulfate

Stethoscope,
Sphygmomanometer and

Angiocaths (I-V needles)
(sizes 18, 20, 22, 24)

Syringes (sizes TB, 2 ml, 3 ml, 5
ml, 10 ml),
IV Start

IV Solution, IV Sets

Tourniquets

Optional:
Laryngoscopes,

Oral Airways, Suction Tubing

CPR mouth-to-mask
emergency resuscitator

Oxygen Masks,
Cannulas (tubing)

Emergency Delivery Kits

Combivir capsules

COMMENTS

NURSE'S SIGNATURE
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PROTOCOL FOR BRONCHOSPASM

Definition:

A bronchospastic response is a focal allergic response occurring in the respiratory tract. This generally
occurs in persons who are sensitized to the drug or vaccine involved. Persons with asthma may also exhibit
this reaction if they are hypersensitive to a vaccine component.

Diagnosis:

The diagnosis relies on evidence of respiratory distress: shortness of breath, wheezing, gasping, stridorous
respirations, etc.

Treatment:

1. Administer epinephrine, in the same dosage and schedule as for anaphylaxis (See Anaphylaxis Protocol).

2. Call an ambulance and transport the patient to the nearest hospital emergency room capable of caring for
a very ill patient, or to a private physician’s office if specifically requested by the attending physician in

the clinic or by the patient.

3. Keep a record of frequent vital signs and all drugs given. Send a copy of this with the patient,
including the name of the offending allergen (vaccine or drug).

When the emergency has passed, complete the VAERS report form and notify Risk Management. The
patient’s immunization record and/or other medical records should indicate a contraindication to further
vaccination with the specific vaccine involved. Inform the patient’s regular care provider of the occurrence
of the reaction.
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PROTOCOL FOR RASH AND URTICARIA

Rash and/or urticaria occurring relatively rapidly after injection of vaccine may represent an allergic reaction
to the vaccine. There are two major issues at this point: 1) immediate treatment, 2) potential risk of more
serious allergic reactions occurring later.

Diagnosis:

Rash is easily recognized, and may be local or generalized. Urticaria (hives) are notable for the severe
pruritus (itchiness) associated with erythema and welts.

Treatment:

1. If the patient is not in distress, ask about allergies to drugs, eggs, and other substances. The nurses
judgment, with or without medical consultation, will, in the long run, determine the final disposition
and care for patient reactions.

2. Call the patient’s physician or health unit clinician and indicate the findings. If the patient has their own
physician, ask specifically if the physician would like the patient to come to his office, or be seen in the
hospital emergency room.

3. If the patient experiences respiratory distress or shock, treat as for anaphylaxis. (See Anaphylaxis
Protocol)

4. Record frequent vital signs every 5 minutes and each medication given. Send a copy of the record
with the patient and name the suspected offending allergen (vaccine or drug).

5. When the emergency has passed, complete the VAERS report form. The patient’s immunization record

and/or other medical records should indicate a contraindication to further vaccination with the specific
vaccine. Inform the patient’s regular care provider of the occurrence of the reaction.
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PROTOCOL FOR DIZZINESS AND FAINTING

Dizziness or fainting may occur in a clinic setting, mainly as a result of anxiety, hot weather, and
occasionally, due to an underlying circulatory problem. Clinics must include facilities to accommodate
those persons who either “feel faint” or actually lose consciousness (faint), including before, during, and
immediately after immunization.

Diagnosis:

A person about to faint usually has a period of several seconds of warning. This may be expressed as
feeling dizzy, weak, strange, sweaty, sick, or faint. The individual may also look pale, shaky or wet with
perspiration. These warning symptoms are very brief, and must be considered as signs of a potentially
dangerous event. By responding rapidly to a pre-faint situation, full faints may be prevented.

Treatment:

1. Pre-faint

If anyone expressed the warning symptoms of fainting, or appears very pale or shaky:
A. They must be immediately placed in a horizontal position. Lay them down and check vital signs.

B. The person should be moved, when practical, to a location that will not interfere with on-going
clinic activities.

C. Encourage the person to remain in a horizontal position until they feel entirely normal, and then to
get up very gradually over several minutes. Several minutes should pass before they sit from
reclining and several more minutes before they attempt to stand from a sitting position.

D. If the immunization has not already been given, suggest that he/she be immunized at another
time, or offer to give the immunization while the person is lying down.

2. Faint (This presumes that the person has lost consciousness.)

A. Place in a horizontal position and transport to a location where routine clinic activities will not
be compromised, and in which the person will have some privacy. Check vital signs and record
the results.

B. If the person does not recover consciousness rapidly after being placed in a horizontal position,
call EMS for transport to a hospital.

C. Instruct someone to remain with the person and to report any difficulty with breathing, color, or
signs of distress to the nurse immediately. If these events occur, a nurse must remain with the
person and emergency transportation must be arranged. If blood pressure, pulse or respirations are
compromised, monitor vital signs closely. This patient is at risk for cardiopulmonary or respiratory
arrest. CPR may be necessary.

D. Mobilize slowly, giving several minutes with head and shoulders elevated prior to attempting to

sit up, and several minutes more before attempting to stand. g
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. Inform the patient’s physician or health unit clinician. Ask the patient’s physician specifically
whether the person should be seen in the physician’s office or emergency room.

. If the person fell while fainting or struck any object, he/she must be seen and evaluated at

either the private physician’s office or a hospital emergency room. Consult Risk Management.

. Obtain the person’s name and telephone number for follow-up.

. Record the event, including vital signs and drugs given, and the outcome of the case. Send a
copy of this record with the patient to the physician.
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EMPLOYEE VACCINATION POLICY

Introduction

A substantial decrease in vaccine preventable disease incidence has been achieved through the use of
vaccines. Immunization of health care personnel is recommended for two purposes: to protect the
employee potentially exposed to infectious diseases in their work, and to protect their patients from spread
of disease in the health care setting.

Policy

1.

Personnel working in Parish Health Units, Regional Offices, or Central Office who have contact

with patients.

All personnel in the above category must have the following:

A. Rubella

1.

Immunity to rubella is documented either by a prior rubella immunization (documented by written
record), by a prior immune status determination (with written record demonstrating immunity to
rubella), or by birth prior to 1957 (except for women of childbearing age). If the person is immune
to rubella, no further action is needed.

. This policy must be discussed with all prospective employees prior to hiring.

. If documentation of immunity to rubella as outlined above is not available, the employee is to receive an

injection of rubella vaccine (MMR) without testing. If the employee is pregnant or planning to become
pregnant within the next 3 months, the MMR should be postponed until after delivery.

. If the person is presumed to be susceptible to rubella, he/she must be vaccinated against rubella

unless standard medical contraindications exist. A statement to applicants outlining specific
contraindications is required. (See Refusal of Vaccination and Release from Responsibility form at
the end of this chapter). Any case in which vaccination is not accepted must be referred to the
respective regional administrator and the OPH Medical Consultant for discussion and review.

. Measles

. Immunity to measles is documented either by two previous doses of measles vaccine

(documented by written record), prior immune status determination (with written record
demonstrating immunity to measles), or by birth prior to 1957. If the person is immune to
measles, no further action is needed.

. This policy must be discussed with all prospective employees prior to hiring.

. If documentation of immunity to measles as outlined above is not available, the employee is to
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receive one or two doses of measles vaccine (depending on prior immunization) without testing. If the
employee is pregnant or planning to become pregnant within the next 3 months, the MMR should be
postponed until after delivery.

. If the person is presumed to be susceptible to measles, he/she must be vaccinated against measles
unless standard medical contraindications exist. A statement from applicants outlining specific
contraindications is required. (See Refusal of VVaccination and Release from Responsibility form at the
end of this chapter). Any case in which vaccination is not accepted must be referred to the respective
regional administrator and the OPH Medical Consultant for discussion and review.

. Hepatitis B

. All Category 1 LDH employees are required to be vaccinated against Hepatitis B. Category 1
Employees are personnel who, in an emergency, will be deployed to Regional field operations
including Medical Special Needs Shelters, Transportation Triage, etc.

. Immunity to Hepatitis B is documented either by three prior doses of hepatitis B vaccine (documented
by written record) or by a prior immune status determination (with written record demonstrating
immunity to hepatitis B). If the person is immune to hepatitis B, no further action is needed.

. This policy must be discussed with all prospective employees prior to hiring.

. If documentation of immunity to hepatitis B as outlined above is not available, the employee is to receive
doses of Hepatitis B vaccine sufficient to complete a three dose series (including any prior doses). No
testing is recommended prior to completing this three-dose series.

. CDC’s recommendations for post-vaccination antibody testing (antibody to Hepatitis B surface antigen)
be drawn one month after the last dose of the initial series for employees who continue to have high risk
blood exposure during their job activities. If the result of the antibody test is positive, the employee is
immune. If the result is negative, the employee should repeat the three dose series. Do not administer
further doses after two three-dose series have been completed. The immunity level may be so low that it
is undetectable by standardized test, but may rise during exposure. There are also a very small
percentage of people that will not seroconvert.

. If the person is presumed to be susceptible to hepatitis B, he/she must be vaccinated unless standard
medical contraindications exist. A statement to applicants outlining specific contraindications is
required. (See Refusal of Vaccination and Release of Responsibility form at the end of this chapter).
Any case in which vaccination is not accepted must be referred to the respective regional administrator
and the OPH Medical Consultant for discussion and review.

. Tetanus/diphtheria

. Immunity to tetanus and diphtheria is documented by a written record of a booster within the past ten
years.
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. This policy must be discussed with all prospective employees prior to hiring.

. If documentation of immunity to tetanus/diphtheria as outlined above is not available the
employee is to receive one dose of either Td or Tdap vaccine.

. If the person is found not to have been immunized against tetanus/diphtheria, he/she must be
vaccinated (3-dose series) unless standard medical contraindications exist. A statement to applicants
outlining specific contraindications is required. (See Refusal of VVaccination and Release from
Responsibility form at the end of this chapter). Any case in which vaccination is not accepted must be
referred to the respective regional administrator and the OPH Medical Consultant for discussion and
review.

. Tetanus diphtheria-pertussis vaccine (Tdap) either as a booster dose or as one of the three dose Td series.
There is no recommended minimal interval between Td and Tdap doses.

. Varicella

. Immunity to varicella is documented either by a history of chickenpox, or one prior dose of varicella
vaccine (documented by written record), or by prior immune status determination (with written record
demonstrating immunity to varicella). If the person is immune to varicella, no further action is needed.

. This policy must be discussed with all prospective employees prior to hiring.

. If documentation of immunity to varicella as outlined above is not available, the employee is to receive
a series of two injections of varicella vaccine (Var) without testing. If the employee is pregnant or
planning to become pregnant within the next 3 months, the Var should be postponed until after
delivery.

. If the person is presumed to be susceptible to varicella, he/she must be vaccinated against varicella
unless standard medical contraindications exist. A statement to applicants outlining specific
contraindications is required. (See Refusal of VVaccination and Release from Responsibility form at
the end of this chapter). Any case in which vaccination is not accepted must be referred to the
respective regional administrator and the OPH Medical Consultant for discussion and review.

. Influenza

. Influenza vaccine is recommended yearly for all LOPH employees annually, but especially those who
have contact with high-risk patients. High-risk patients include adults age 50 and older, individuals with
chronic lung or heart problems, adults and children with metabolic diseases such as diabetes, and those
who are immune suppressed. Influenza is also recommended for employees who have any of these risk
factors themselves. This vaccine is offered yearly during the fall and winter. Influenza immunization is
given yearly because the specific strain of influenza changes slightly each year, requiring new vaccines
to be developed annually.

Employees are strongly encouraged to use their health insurance and community providers to get
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an annual influenza vaccination. Employees who are high-risk, uninsured or underinsured are eligible
for vaccine in the parish health unit, as would any uninsured or underinsured member of the public.

2. Laboratory Workers Who Have Possible Exposure to Rabies
A. Rabies

Laboratory workers and sanitarians (i.e., those who participate in handling brain tissue or involved in
capturing/euthanizing the animal) who are at continual risk of exposure to rabies shall receive the primary
course of the vaccine.

Pre-exposure rabies vaccination should be administered according to current CDC recommendations.
Information about rabies immunization may be obtained from the Office of Public Health, Infectious
Disease Epidemiology Section at 504-568-8313 of after hours at 800-256-2748.

Workers who decline rabies immunization shall do so in writing. (See Refusal of VVaccination and Release
from Responsibility form at the end of this chapter).

State laboratory workers who conduct rabies tests should receive a primary course of vaccine with
serologic testing done every 6 months. Booster vaccination should be given when the antibody level falls
below an acceptable level. Sanitarians with continual risk of exposure for rabies should receive a primary
course of vaccine and do not require routine serologic testing or boosters.

1. Parish Health Units that want to obtain rabies vaccine should do so through the OPH Pharmacy.
Methodology
A.Employees

1. Each regional administrator or their designee shall be responsible for ensuring their employee
vaccinations are entered into the LINKS registry within his/her respective region by parish, name, sex,
age, date of prior immunization, immunity test results, or date immunized.

2. It is the responsibility of each Regional Office Medical Director, Regional Administrator, or their
designees to ensure that all existing and new employees are offered appropriate vaccinations. To ensure
compliance with these guidelines, each supervisor should check the record of each employee under his
or her supervision annually. Employees must have on file written verification from their own physician
as to having the required immunization and/or tests, or enter the employee’s immunization records in the
LINKS registry, including date of administration and type of immunization given.
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Refusal of Vaccination and Release from Responsibility

BE IT KNOWN that on this date, I,

(Name of employee)

have decided voluntarily to disregard the medical advice of the qualified health professionals attending me
on behalf of the Department of Health.

I AM REFUSING TO RECEIVE VACCINATION AGAINST

| HAVE BEEN FULLY INFORMED BY

(Name and Title)

of the possible and probable adverse consequences of my refusal. | understand that my health could be
negatively affected and my life possibly endangered by this refusal. The reason for my refusal is

I declare myself to be a person of the full age of majority and to be mentally competent. I hereby assume
full responsibility for any and all possible present or future results or complications of my condition due to
this refusal.

I do further hereby now and forever free and release the Department of Health and all its agents, attending
health care professionals, and other personnel from any and all legal or financial responsibility as a result of
this refusal.

I certify that | have read (or had read to me) and that I fully understand this Refusal of Treatment and

Release from Responsibility. All explanations were made to me and all blanks filled in before I signed my
name. | have refused this vaccination of my own free will.

am/pm

Month Day Year Time

LDH Employee Refusing Witness
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Vaccine Schedule

Policy:

1. Vaccinations given in OPH immunizations clinics will only be given according to the current edition
of the Louisiana Office of Public Health - Immunization Schedule.

2. No variation from the schedule (dosage or vaccines) should occur without the approval of the
OPH Immunization Program Medical Director.

Four Day Grace Period for Immunization Schedule

All vaccine doses administered less than or equal to four days before the required minimum interval age
shall be considered valid doses when evaluating a student record for compliance with immunization
requirements for schools and child care entry. The Advisory Committee on Immunization Practices (ACIP)
continues to recommend that vaccine doses not be given at intervals less than the minimum intervals or
earlier than the minimum age.

Rationale:
National public health immunization schedules occasionally conflict on minor points. To prevent

unnecessary confusion or conflict at the parish health unit or regional level, only one schedule will be
recognized and used in OPH immunization clinics.
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LOUISIANA DEPARTMENT OF HEALTH - OFFICE OF PUBLIC HEALTH LOUISIANA

2023 CHILD/ADOLESCENT IMMUNIZATION SCHEDULE AND DEPARTMENT OF
DAYCARE/SCHOOL ENTRY REQUIREMENTS mHE:’«LTI-'I
[Reevisad: 414335} b Haaltiy

Depending on the child's age, choose the appropriate set of immunizations. High-risk children may require additional vaccines. Individuals with an altered immune system,
due 1o disease of medication. must be evaluated by a physician prior to vaccination.

ACCELERATED SCHEDULE FOR CHILDREN LATE ON VACCINATIONS
Age Vaccinations Visit/Age Waccinations
At Birth HepB Children 4 months through & years of age
2 Monthsg"! DTaP, Hib, IPV, HepB, PCV. RV 1st Vigit® DTaP, Hib, IPV, Hepa, HepB, MMR, VAR, PCV, Fl, COVID-19
4 Months DTaP, Hib, IPV, PCV, RV 2 Visit (4 weeks after 1st visit) DTaP, Hib, IPV, HepB, PCV, Flu
6 Months DTaP, Hib, IPY, HepB, PCV, RV, Flu, COVID-193 3 Visit (4 weeks after 2nd visit) DTaP, Hib, PCV
7 Months Flu, then annually 4" Visit (6 months after 3rd visit) DTaP, Hib, IPY, PCV, HepA, HepB
12-15 Months DTaP, Hib, MMRE, VAR, PCV, HepA 4 Years of Age or at Schoal Entry DTaP, IPVY, MMR, VAR
18-23 Months HepA Children 7 through 18 years of age
4 years DTaP. IPY, MMR. VAR 1st Visit Tdap, IPV, HepA, HepB, MMR, VAR
14-12 Years Tdap., MenACWY, HPY 2 Visit (4 weeks after 1st visit) Td, IPV, HepB, MMR
(VAR, MMR, HepA, HepB if needed) 3 Wisit (6 months after 2nd visit) Td, IPV, Hep&, HepB
16 Years MenACWY, provider-patient discussion for MenB 11-12 Years Tdap, MenACWY, HPY (IFY_ VAR, MMR, HepB I needed)
(HPY, VAR, MMR, HepA, HepB. if needed) 16 Years MenACWY ., provider-patient discussion for MenB

[1) DTaP, IPV, HBY, PCV, RV and Hib can be adminisiered as sarty as & weeks of age and simuRansously.

[4 For detailed information on COVID-19 vaccine dose recommendations visit hitges:fwww.cdc.govivaccines/covid- 1 SdownioadsCOVID - 1 9-imm unization -schedule- ages-Bmonths-plder pdf

[3] Depending on the chid's age, choose the appropriate initial s=t of immunizatons. Scmetimes a scheculed doze of vaccine may not be given an tme. If fis oocurs, e cose should be given at the next visit. It is not necessary to
restart the zernes of any vaccine due to extended inlervals between doses

Naie 1: The recommendations above and the vaccine guidelines on page 2 are summarnes. For mone information, wisit hitos hweww odc govivaccinesischedules/heplime/chid-adolescent himl.

Nale 2: For detailed information on each vaccine refer fo the manufachurer's product insert

REQUIRED VACCINATIONS FOR ENTRY INTO DAYCARE AND SCHOOLS

Daycares/Early Learning Grade K-12 Schools Post-Secondary Schools
Vaccinations | Doses Grades Vaccinations Doses Vaccinations Doses
Child must be up to date on Starting at Kindergarten!"! DTaP# 5 MMR 2
vaccinations for their age (see and all subsequent grades Hep# 2 Tdap 1
recommendations listed above) thereafter HepB 3 MenACWY 2 doses, or 1 dose if 15
according to a valid immunization 1P 4 dose administered on or
record MMR 2 after age 16
VAR 2
Starting at 6 grade and all Tdap 1
subsequent grades thereafter MenACWY 1
Starting at 11™ grade and all MenACWY Second
subsequent grades thereafter Dose

[1] Entry requirsment exception for students who are 4 years of age when enfenng kindergarten at start of school year: Ta attend kindergarten in Louisana, students must be & years old by Seplember 30 sach schoal year. Therefore,
there ars instances where a studsnt is stil 4 years okl when entering kindergarten. in thess instances, the 4-year-oid student may b= admitied into kindesgarten so long as a parentiguardian presants 3 record indicating that the student is
in progeess of receiving the required waccinations. In these instances, folow-up from school staff must be provided for compliance with the above requirsments.

[2) Thase students who received their 4% dose of DTaP at age 4 or older do not need a 57 dose on record

[¥ Those students who received their 3 dose of IPV at age 4 or dider do not need a 4™ dose on recard.

Male: Studenis may participate in school without the required immunizatiors lisied above if 2 written statement of exemplion is pressnied by a physican, the individual, or the individual's parentiguardian

COVID-19 - Vaccines for severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2). Vaccination is recommended for children 6
months and older and series and intervals depend on vaccine type.

DTaP - DTaP vaccine should be administered any time after 6 weeks through 6 years of age. The 4th dose of DTaP should be given at least 6
months after the 3rd dose. Pediatric DT (Diphtheria-Tetanus) should be substituted for DTaP when Pertussis vaccine is contraindicated.
Persons aged 7 and older who are fully immunized with DTaP should receive a Tdap at 11-12 years in place of Td booster.

Flu - Routine annual influenza vaccination is recommended for all children 6 months-18 years. 2 doses administered at least 1 month apart are
recommended for children aged 6 months-8 years who are receiving the influenza vaccine for the 1st time. Children 6 months through 8 years
getting vaccinated for the 1st time, and those who have only previously gotten 1 dose of vaccine, should get 2 doses of vaccine. All children
who have previously gotten 2 doses of vaccine (at any time) only need 1 dose of vaccine each season.

HepA — Routine Hepatitis A vaccination should be administered to all children 12 months through 18 years of age. The 2 doses in the series
should be administered at least 6 months apart. If the interval between the 1st and 2nd doses of Hepatitis A vaccine extends beyond 18
months, it is not necessary to repeat a dose.

HepB - Unimmunized infants should be given a 1st dose of Thimerosal-free HBV at the birthing hospital before discharge or when first
encountered, a 2nd dose a minimum of 1 month later, and a 3rd dose a minimum of 4 months after the 1st. Children aged 11-18 years of age
who have not previously received 3 doses of Hepatitis B vaccine should be vaccinated. The 2nd dose should be administered at least 1 month
after the 1st dose, and the 3rd dose should be administered at least 4 months after the 1st dose and at least 2 months after the 2nd dose. The
minimum age for the 3rd dose is 6 months. Hepatitis B vaccine is routinely recommended for all children up to 19 years of age.

Hib - Hib vaccine can be administered any time DTaP vaccine is given. If PRP-OMP (PedvaxHIB [Merck]) is administered at 2 and 4 months
of age, a dose at 6 months is not required. Children who are 7 months of age or older at the time they receive the 1st Hib vaccination should be
immunized as follows: 1) Unimmunized infants 7-11 months of age should receive a 3-dose regimen. A 1st dose should be given now, a 2nd
dose 1 month later, and a 3rd dose after 12 months of age, at least 2 months after the previous dose. (2) Unimmunized children 12-13 months
of age should receive a primary series of 1 dose and a booster at age 15 months. (3) Unimmunized children 15 months of age or older who
have not yet reached their 5th birthday should receive 1 dose.

HPV — HPV vaccine is a 2-dose series for ages 9-14 years and a 3-dose series for ages 15-26 years. Administer the 1st dose of HPV vaccine
between 11-12 years. Administer the 2nd dose 6-12 months after the 1st dose. If the series was started at 15-26 years, then a 3-dose series is
required: 4-week minimum interval between dose 1 and dose 2. A minimum interval of 12 weeks required between dose 2 and dose 3. The 3rd
dose should be given at least 24 weeks after the 1st dose. Adolescents aged 9-14 years with 2 doses of HPV vaccine less than 5 months apart,
require a 3rd dose.
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IPV - For infants, children and adolescents up to 18 years of age, the primary sequential series of IPV consists of 4 doses. The primary series
is administered at 2 months, 4 months, 6-15 months and 4 years of age, or as age appropriate. A minimum of 6 months is required between the
last 2 doses of IPV. A 4th does in the routine IPV series is not necessary if the 3rd dose was given at 4 years of age or older and 6 months or
more after the previous dose.

MMR - 2 doses of MMR vaccine after 12 months of age are required with a minimum of 28 days separating the doses. If a child has received
2 doses of MMR vaccine after 12 months of age, another dose after the 4th birthday is not necessary. Children 11-18 years of age not
previously immunized with MMR should receive 2 doses. Individuals with 1 dose of MMR must receive an additional MMR vaccination.
Students in schools of higher learning must receive 2 doses of MMR prior to entry.

MenACWY - Meningococcal conjugate vaccine should be administered to all children at age 11-12 years, a booster dose on/after 16 years.
The minimum interval between doses of MenACWY vaccine is 8 weeks. Only 1 dose is needed if first dose given on or after age 16. This
vaccine provides protection against meningococcal serogroups A, C, W, and Y, but not against serogroup B.

MenB - Teens age 16 through 18 years may be vaccinated routinely as an Advisory Committee on Immunization Practices Category B
recommendation for provider-patient discussion. The 2-dose series protects against serogroup B meningococcal disease, but not serogroups A,
C, W and Y. The 2 MenB vaccines are not interchangeable. The same vaccine product must be used for all doses in a series. Give 2 doses of
either MenB vaccine: Bexsero, 1 month apart; Trumenba, 6 months apart. If dose 2 of Trumenba is administered earlier than 6 months,
administer a 3rd dose at least 4 months after dose 2. For special situations use the Bexsero 2-dose series at least 1 month apart or the
Trumenba 3-dose series at 0, 1-2, and 6 months.

PCV - Use of either pneumococcal conjugate vaccines (PCV) PCV15 or PCV20 is recommended for all children aged 2-23 months according
to currently recommended PCV dosing and schedules. For children with an incomplete PCV vaccination status, use of either PCV15 or
PCV20 according to currently recommended PCV dosing and schedules is recommended for: 1) Healthy children aged 24-59 months; and 2)
Children with specified health conditions aged 24 through 71 months. For children aged 2-18 years with any risk condition who have received
all recommended doses of PCV before age 6 years: 1) using >1 dose(s) of PCV20: No additional doses of any pneumococcal vaccine are
indicated; or 2) Using PCV13 or PCV15 (no PCV20): A dose of PCV20 or PPSV23 using previously recommended dosing and schedules is
recommended. For children aged 6-18 years with any risk condition who have not received any dose of PCV13, PCV15, or PCV20, a single
dose of PCV15 or PCV20 is recommended. When PCV15 is used, it should be followed by a dose of PPSV23 at least 8 weeks later if not
previously given.

RV - The 1st dose should be given between 6 and 14 weeks with the maximum age of 1st dose being 14 weeks 6 days of age. Maximum age
for any dose is 8 months of age. Minimum interval between doses is 4 weeks. Monovalent RV1 is administered at 2 months and 4 months of
age, a dose at 6 months is not required. Pentavalent RV5 is administered at 2 months, 4 months and 6-8 months. If RV brand is unknown a
total of 3 doses are needed.

Td/Tdap - Persons aged 7 years and older who are not fully immunized with DTaP vaccine should receive Tdap vaccine as 1 (preferably the
first) dose in the catch-up series; if additional doses are needed, use Td vaccine. For children 7 through 10 years who receive a dose of Tdap as
part of the catch-up series, an adolescent Tdap vaccine dose should be administered at age 11 through 12 years. Td should be administered
instead 10 years after the Tdap dose. Adolescents 13-18 years who missed the 11-12 year Td/Tdap booster should also receive a single dose of
Tdap if they completed the recommended childhood DTaP series. No minimum interval required between giving doses of Td and Tdap.
Subsequent routine Td boosters are recommended every 10 years. If a Tdap dose is administered at age 10 or older, the Tdap dose may count
as the adolescent dose.

VAR - All susceptible children who are at least 12 months old through 18 years of age should be vaccinated. Administer the 2nd dose of
varicella vaccine at age 4-6 years. VAR vaccine may be administered prior to 4-6 years, provided that 3 months have elapsed since the 1st dose
and both doses are administered at 12 months of age. Susceptible persons aged 12 years should receive 2 doses at least 1 month apart. Children
with a history of typical chickenpox are assumed to be immune to varicella and serologic testing is not warranted. History of chickenpox is not a
contraindication to VAR vaccination.

§ DTaP, IPV, HBV, PCV, RV and Hib can be administered as early as 6 weeks of age and simultaneously.

1 Depending on the child’s age, choose the appropriate initial set of immunizations. Sometimes a scheduled dose of vaccine may not be
given on time. If this occurs, the dose should be given at the next visit. It is not necessary to restart the series of any vaccine due to
extended intervals between doses.

+ LOUISIANA STATE LAW requires prior to school entry: 2 doses of MMR, 3 HepB, 2 VAR and booster doses of DTaP and Polio
vaccines on or after the 4th birthday and prior to school entry. A preschool dose is not necessary if the 4th dose of DTaP and the 3rd dose of
IPV (provided it is administered at least 6 months after dose 2) are administered after the 4th birthday. Sixth graders (11 -12 years of age)
are required: 1 Tdap, 2 VAR, 2 MMR, 3 HepB, 1 MenACWY . Effective 07/01/19, eleventh graders or 16 years of age will require 2
MenACWY . Entry for institutions of higher learning requires 2 doses of MMR, 1 Td/Tdap and 2 doses of MENACWY OR 1 dose, if first
dose was given on or after age 16.

Four Day Grace Period: All vaccine doses administered less than or equal to four days before the required minimum interval or age shall be
considered valid doses when evaluating a student record for compliance with immunization requirements for schools and child care entry.
The Advisory Committee on Immunization Practices (ACIP) continues to recommend that vaccine doses not be given at intervals less than
the minimum intervals or earlier than the minimum age.
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SCHOOL ENTRY REQUIREMENTS IN ACCORDANCE TO R.S. 17:170
STUDENT IMMUNIZATIONS-SCOPE OF REQUIREMENT

Policy:

Any child 18 years or under, admitted to any day care center or residential facility shall
have verification that the child has had all appropriate immunizations for age of the child
according to the Office of Public Health schedule unless presenting a written statement
from a physician stating that the procedure is contraindicated for medical reasons, or a
written dissent from parents. The operator of any day care center shall report to the state
health officer through the health unit of the parish or municipality where such day care
center is located any case or suspected case of reportable disease. Health records,
including immunization records, shall be made available during normal operating hours
for inspection when requested by the state health officer. When an outbreak of a
communicable disease occurs in a day care center or residential facility, the operator of
said day care center or residential facility shall comply with outbreak control procedures
as directed by the state health officer.

The current Louisiana Immunization Schedule shall be used by OPH personnel in
cooperation with the responsible school nurse or other personnel to determine compliance
with the Louisiana School Immunization Law. Appropriate immunizations for age for
regulatory purposes shall be determined using the current immunization schedule from
the Advisory Committee for Immunization Practice (ACIP) of the United States Public
Health Service.

Louisiana State Law requires immunizations prior to school entry: 2 doses of MMR, 3
Hepatitis B, 2 Varicella and booster doses of DTaP and Polio vaccines on or after the 4th
birthday and prior to school entry. A preschool dose is not necessary if the 4th dose of
DTaP and the 3rd dose of IPV is administered after the 4th birthday. PCV vaccine is
required for all children entering child care and pre-school up to 24 months of age.

Protocol:

Vaccination records for all children entering school or child care facilities are to be
reviewed by the responsible school official (e.g. the school nurse) or child care manager.
Children who are not in compliance with the schedule shall be immunized according to
those schedules as specified by the law. Those who do not comply shall be excluded by
the school.

The law in part, is as follows:

1. All children entering any school within the state for the first time, including
kindergarten, at the time of registering or entering school, or licensed day care center,
shall present satisfactory evidence of having been immunized against diphtheria,
tetanus, whooping cough, poliomyelitis, measles, mumps, rubella, varicella and
Hepatitis B and other communicable diseases, according to a schedule approved by the
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Office of Public Health. In addition, day-care and pre-school enterers must also be up
to date on vaccination for Haemophilus influenzae, type b (Hib) which causes such
infections as meningitis and epiglottitis. -PCV15 or PCV20 is required for all children
2 years of age and younger for child care and pre-school entry.

2. A child transferring from another school system in or out of the state, shall submit either a
certificate of immunization or a letter from his or her personal physician indicating
immunization against the disease enumerated in subsection A, and other communicable
diseases according to a schedule approved by the OPH, have been performed, or a statement
that such immunizations are in progress.

If booster injections for the diseases enumerated in Subsection A hereof are advised by the
parish health unit, such booster injections shall be administered before the child enters a
school system within the state.

3. School principals and teachers of all schools, kindergartens or licensed day care centers within
this state shall be responsible for checking students' records to see that the provisions of this
Section are enforced.

4. No child seeking to enter any school system, kindergarten or licensed day care center of this
state shall be required to comply with the provisions of this Section if the child or his parent
or guardian submits either a written statement from a physician stating that the procedure is
contraindicated for medical reasons, or a written dissent from the parents.

5. Act 152 and Act 342 was passed in legislation July 1, 2008 that as of the 2009-2010 school
year, students shall provide satisfactory evidence of current immunizations against
meningococcal disease and any other age appropriate vaccine as a condition for entry into the
sixth grade. Further, any student who has attained the age of 11 years or who is entering a
grade other than grade six shall provide satisfactory evidence of current vaccinations against
meningococcal disease and any other age appropriate vaccine as a condition of entry into that
grade. At the time of registration, students must show proof of immunizations of the following
vaccines: Tetanus-diphtheria Acellular Pertussis vaccine (Tdap); two doses of Varicella
vaccine; two doses of Measles-Mumps-Rubella vaccine; three doses of Hepatitis B vaccines;
and one dose of meninogococcal vaccine. Also Act 573 states that the chief administrator of
any city, parish, or other local public school or nonpublic school that educate students who are
subject to the requirements of this law shall be responsible for checking students’ records to
ensure that the provisions of the law are enforced.

6. Since school year 2009-2010, two doses of varicella vaccine have been required in Louisiana
schools for entry into Pre-K, Kindergarten, Daycare, and HeadStart programs for children
aged 4 years and older. If a second dose of Varicella vaccine has been received at least 30
days after the first dose, no additional doses are required. In addition, prior to entry, these
students must have documented proof of immunizations for: two doses of Measles-Mumps-
Rubella vaccine; three doses of Hepatitis B vaccine; and booster doses of DTaP and Polio
vaccines administered on or after their 4th birthday and prior to school entry.

A. All children aged less than 4 years of age enrolled in Pre-K, Daycare, HeadStart, etc
should be vaccinated against and must show proof of immunizations for Diphtheria,
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Tetanus, Acellular Pertussis vaccine (DTaP); Inactivated Poliovirus vaccine (IPV);
Haemophilus Influenza Type B vaccine (Hib); Hepatitis B vaccine (HBV); Pneumococcal
Conjugate Vaccine (PCV15 or PCV20- for children less than 24 months of age); and one(1)
dose of Varicella vaccine. If the child is not complete or up-to-date for age, he/she must
present a record indicating that the child is in progress of receiving vaccines, and follow-up
must be provided for compliance with the above requirements.

. In-addition, Act 210 requires city, parish and local public board the provision of information
relative to the risks associated with human papillomavirus and cervical cancer. The Vaccine
Information Statements regarding HPV at (http://www.cdc.gov/vaccines/hcp/vis/current-
vis.html) can be used as an informative tool.

Remember: Louisiana State Law requires immunizations prior to school entry: 2 doses of
MMR, 3 Hepatitis B, 2 Varicella and booster doses of DTaP and Polio vaccines on or after the
4™ birthday and prior to school entry. A preschool dose is not necessary if the 4th dose of
DTaP and the 3rd dose of IPV is administered after the 4th birthday. PCV15 or PCV20 is
required for all children entering child care and pre-school up to 24 months of age.

98


http://www.cdc.gov/vaccines/hcp/vis/current-vis.html
http://www.cdc.gov/vaccines/hcp/vis/current-vis.html
http://www.cdc.gov/vaccines/hcp/vis/current-vis.html

POLICY ON ISSUANCE OF THE STATE OF LOUISIANA UNIVERSAL
CERTIFICATE OF IMMUNIZATIONS FOR SCHOOL/ CHILD CARE - PRESCHOOL
REGISTRATION

Policy:

The parish health unit shall issue the Universal Certificate of Immunizations for school
attendance in public/nonpublic school. This certificate will also be part of the Bureau of
Licensing requirements for child care centers.

Rationale:

The issuance of the State of Louisiana Universal Certificate of Immunizations shall be given to
demonstrate the student/child is in compliance with the Louisiana State Law immunization
requirements for child care/preschool and school.

Instructions for the Universal Certificate of Immunizations:

1. When the student/child presents him/herself at the clinic, the immunization record shall be
reviewed by a nurse/clerk prior to issuing the certificate. This can be accomplished by review
of the immunization record if available in the LINKS registry or through other validated
documentation of immunizations (Example: physician’s record copy or parish health unit
green card).

2. The student /child’s immunization record must be entered in the LINKS registry. Login to the
LINKS registry and enter the name of the student. You must complete a Search on the name
and/or Add the patient to LINKS. Complete the demographic information on the student and
enter the immunization dates in the Vaccination section. Any immunizations that the
student/child may require to be considered up-to-date for age shall be administered at the time
of the visit. Once the immunizations have been administered or recorded, proceed to the
Reports section and select State Reports. Scroll down to the State of Louisiana Universal
Certificate of Immunizations in order to print a certificate. Be sure the nurse has signed the
form before issuance.

3. If a child is on schedule but has not completed all of his/her shots, the Certificate will reflect
an expiration date of the certificate and will forecast the upcoming required immunizations
that the student will need before the certificate expires. The nurse shall counsel the parents
on the importance of returning to clinic to have the child complete the immunization series
required.

4. If a patient of a private physician comes to the health unit for issuance of the Universal
Certificate of immunizations for school attendance, transcribe immunization information
and pertinent demographic information in the LINKS registry before issuance of the
certificate.

5. No Universal Certificate shall be given if the child is not up-to-date with his or her

immunizations.
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GUIDELINES FOR EXCLUSION FROM SCHOOL OR DAYCARE

The daycare center director or school nurse shall exclude from the child care/school any child
with the following illnesses or symptoms based on potential contagiousness of the disease.
Periods may be extended beyond this depending upon individual conditions.

ILLNESS/SYMPTOM

EXCLUDE UNTIL

Meningococcal disease
(Neisseria meningitidis)

Well & proof of non-carriagel

Hib disease (Haemophilus influenzae)

Well & proof of non-carriagel

Diarrhea (two or more loose stools, or over
and above what is normal for that child)

Diarrhea resolved or is controlled (contained in
diaper or toilet)

Fever of unknown origin (100°F oral or
101°F rectal or higher) and some behavioral
signs of illness

Fever resolved or cleared by child’s
physician/health department

Chickenpox

Skin lesions (blisters) all scabbed over

Hepatitis A

One week after illness started and fever
resolved

AIDS (or HIV infection)

Until child’s healthy neurologic development,
behavior, and immune status is deemed
appropriate (on a case-by-case basis) by
qualified persons, including the child’s
physician chosen by the child’s parent or
guardian and the center director 2

Undiagnosed generalized rash

Well or cleared by child’s physician as non-
contagious

Any child with a sudden onset of
vomiting, irritability or excessive
sleepiness

Evaluated and cleared by child’s physician

1. Proof of non-carriage: Either by completion of appropriate drug regimen of Rifampin (two day
course for meningococcal disease or 4-day course for Hib disease) or by a negative throat culture
obtained after completion of treatment for meningitis.

2. These persons should include the child’s physician and other qualified individuals such as the
center director, a representative from the Office of Public Health, and a child development
specialist, and should be able to evaluate whether the child will receive optimal care in the
specific program being considered and whether an HIV-infected child poses a potential threat to
others.
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With most other illnesses, children have either already exposed others before becoming
obviously ill (e.g., colds) or are not contagious one day after beginning treatment (e.g. strep

throat, conjunctivitis, impetigo, ringworm, parasites, head lice, and scabies). The waiting periods

required after the onset of treatment vary with the disease.

Children who are chronic carriers of viral illnesses such as cytomegalovirus (CMV) and Herpes

simplex can and should be admitted to day care centers and schools.

The parent or designated person shall be notified as soon as possible if a child develops
symptoms of illness or suffers an accident while in care.

The Louisiana Sanitary Code 51 provides exclusion authority for non-compliant children to
prevent the spread of contagious diseases. Immunization Consultants are responsible for the
epidemiological investigation, follow-up and exclusion of those students found non-compliant
with the Louisiana Immunization law or who may be susceptible due to inappropriate
vaccination schedule. The Immunization Consultant is responsible for epidemiological
investigations, surveillance, and outbreak control procedures for: measles, mumps, rubella and
varicella.
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POLICY ON IMMUNIZATION RECORDS UTILIZING LINKS

Policy:

The parish health unit and vaccine provider facilities shall utilize the LINKS registry system for
all children receiving immunization services at that site including children who receive services
for WIC only. All immunizations including those given by private physicians shall be noted in
the LINKS record. A ‘historical’ notation (*) is made in the LINKS record next to the date for
those immunizations obtained from another record.

Rationale:

The purpose of this policy is to establish a standardized Office of Public Health immunization
record that can be maintained and permanently stored as well as allow accessibility to records
statewide via the LINKS registry. This registry has the capacity to store immunization records,
vaccine inventory as well as generate remainder/recall notices for clients who are due or past due
immunizations. Reminder/Recall uses the CDC-approved ACIP schedule along with the patient
and shot data stored in LINKS and associated business logic to determine who needs to be
"reminded" of an upcoming shot that’s due. This functionality is currently being used as an
Immunization strategy to improve immunization rates in Louisiana by reminding children and
adults across the state that they are due shots and in addition to recall/reminders for Mass
Vaccination Events. Reminder-recall systems leverage existing statewide immunization
information systems (S11S) as an adjunct to emergency public health operations. By recording
administered vaccines or other therapeutic agents within the SIIS, it is possible to automate and
greatly improve the speed and accuracy of reminding patients when and where they can receive
required additional doses of a vaccine or therapeutic agent, or to recall patients if they miss re-
administration dates or in circumstances where previously administered doses are found to be
non-therapeutic for some reason (e.g. cold-chain not adhered to; contaminated lots; etc.). Such
systems make possible the effective use of many automated communication and reporting
features, as well as targeting and visualizing geographic distribution patterns.

LINKS Web Address: https://lalinks.org
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Vaccine for Children | VFC |
Vaccine Ordering Management System ( VOMS ) Documentation
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T ————— 1 Metro Region 1
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HIGHER LEARNING ENTRY REQUIREMENTS FOR STUDENTS IN LOUISIANA

Policy:

Students entering all colleges, universities, vocational-technical schools and proprietary schools
in Louisiana will be required to show proof of immunity against measles, mumps, rubella, and to
have had a booster dose of tetanus-diphtheria (Td) or Tdap vaccine within the past 10 years.
Effective July 1, 2006, Louisiana has adopted legislation targeting freshmen college students
living in dormitories to obtain MCV4 vaccine unless a vaccination waiver is provided.

Guidelines:

Students entering schools of higher learning in Louisiana born before January 1, 1957 will be
exempt from showing proof of immunity against measles, mumps and rubella. A booster dose of
tetanus-diphtheria vaccine (Td) or Tdap within the past 10 years will be required for those
students and may be offered to anyone requesting it to comply with this recommendation.

Proof of immunity will be defined as two doses of measles vaccine, one administered on or after
the first birthday and taken after 1967 without the simultaneous administration of immune
globulin (known as gamma globulin or 1ISG). Those students who have documentation of
receiving the first measles vaccine should receive a second dose before school entry. Students
who cannot provide proof of receiving measles vaccine shall be given the first dose of MMR
followed by a second dose given at least 28 days later. Documented history of disease, or
serologic evidence of immunity, confirmed by a physician, may be accepted as evidence for
waiver of requirement for measles immunization.
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POLICY ON COMMUNICABLE DISEASE REPORTING

Policy:

In Louisiana, physicians are required by the Louisiana State Sanitary Code “to report to the State
Health Officer [...] any case or suspected case of reportable disease which he or she is attending,
or has examined, or for which such physician has prescribed” (LAC 51:1.105A).

Guidelines:

There are a number of different ways to report communicable diseases to the Office of Public
Health. Disease reports may be entered electronically into the Infectious Disease Reporting
Information System (IDRIS), phoned in, mailed to the regional office in a sealed envelope
marked “Confidential,” or faxed. Electronic disease reporting is available for all communicable
diseases through IDRIS. Please contact the IDEpi section at (504) 568-8313 to learn more about
the system or to have an account created.

e Sexually Transmitted Diseases (STD) — cases of STDs may be reported using the STD- 43
form. If you are reporting a case of syphilis with active lesions it must be reported by phone
within one business day to (504) 568-7474.

e HIV/AIDS — any cases of HIVV/AIDS should be reported by phone to (504) 568-7474.
More information on this is available at https://Idh.la.gov/page/919

e Tuberculosis (TB) —the CDC72.5 form may be used to report any cases of TB.

¢ Infectious Disease Epidemiology (IDEpi) — all other infectious diseases should be
reported to the IDEpi section using the Confidential Disease Case Report form (EPI-
2430).

The appropriate Surveillance Epidemiologist shall obtain all additional information necessary to
complete the case investigation. The Regional Immunization Consultant will also be contacted
regarding any measles, mumps, rubella, or varicella reports to ensure that outbreak control
procedures are in place as soon as possible. The Immunization Consultant is responsible for
outbreak control procedures for measles, mumps, rubella and varicella.

In the case that a condition must be reported immediately, physicians can utilize a 24-hour toll
free telephone line to reach the IDEpi Section: 1-800-256-2748. An on-call epidemiologist is
available 24 hours, 7 days a week. Any external partners who wish to report diseases by fax may
send a secure fax to the IDEpi section at (504) 568-8290. All information obtained by the
aforementioned methods will be shared with the appropriate regional and program area staff.

The Infectious Disease Epidemiology Section sends case notifications to CDC for nationally
notifiable conditions on a daily basis through the CDC-developed NEDSS Base System (NBS).

Surveillance Epidemiologists ensure that external partners in their region(s) (e.g., hospitals,
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clinics, physicians) have access to the most updated version of the Sanitary Code and know how
to report any suspected communicable disease. Regional staff (Surveillance Epidemiologists and
Immunizations Consultants) are to identify those external partners who are most likely to see
patients with communicable diseases (family practice, internal medicine, obstetrics, pediatrics,
infectious disease, and others) for this purpose.

Reporting inquiries are to be directed to the Infectious Disease Epidemiology Section at (504)
568-8313.

Mailing address: Infectious Disease Epidemiology
1450 Poydras St., Ste 2155
New Orleans, LA 70112

Additional guidance for the surveillance of vaccine preventable diseases can be found in CDC’s
Manual for the Surveillance of Vaccine Preventable Diseases available at:
http://www.cdc.gov/vaccines/pubs/surv-manual/index.html
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V. POLICY REGARDING SPECIFIC IMMUNIZATIONS
Policy on COVID-19 Vaccinations
Policy:

As of September 2023, two types of COVID-19 vaccines are available for use in the United
States:
« MRNA vaccines
o Moderna COVID-19 Vaccine (2023-2024 Formula) is authorized for children ages 6
months—11 years; SPIKEVAX is the licensed Moderna product for people ages 12 years
and older. These vaccines are hereafter referred to as updated (2023-2024 Formula)
Moderna COVID-19 Vaccine.
o Pfizer-BioNTech COVID-19 Vaccine (2023-2024 Formula) is authorized for children ages
6 months—11 years; COMIRNATY is the licensed Pfizer-BioNTech product for people ages
12 years and older. These vaccines are hereafter referred to as updated (2023-2024
Formula) Pfizer-BioNTech COVID-19 Vaccine.
e Protein subunit vaccine
o Novavax COVID-19 Vaccine, Adjuvanted (hereafter referred to as Novavax COVID-19
Vaccine) is authorized for people ages 12 years and older for primary vaccination and, in
certain limited situations, as a booster dose in people ages 18 years and older.

COVID-19 vaccine composition
« Moderna and Pfizer-BioNTech COVID-19 vaccines: The 20232024 formulation has been
updated to a monovalent vaccine based on the Omicron XBB.1.5 sublineage of SARS-CoV-2.
The bivalent formulation (Original and Omicron BA.4/BA.5) should no longer be used.
« Novavax COVID-19 Vaccine is currently formulated as a monovalent vaccine based on the
Original strain of SARS-CoV-2.

COVID-19 vaccine-specific package inserts and FDA fact sheets and U.S. COVID-19 Vaccine
Product Information can be consulted for a full list of ingredients and information on the
conditions of use, storage and handling, preparation, and administration procedures.
Recommendations for the use of COVID-19 vaccines

COVID-19 vaccination guidance for people who are not moderately or severely
immunocompromised

Groups recommended for vaccination - Updated (2023-2024 Formula) mRNA vaccines
The number of updated (2023-2024 Formula) mRNA vaccine doses an individual needs is based
on age and vaccination history.

« Children ages 6 months—4 years who are unvaccinated are recommended to receive 2 or 3
homologous (i.e., from the same manufacturer) updated (2023-2024 Formula) mRNA
vaccine doses, depending on vaccine manufacturer.

« Children ages 6 months—4 years who previously received Original monovalent or bivalent
MRNA vaccine doses are recommended to complete the vaccination series with 1 or 2
homologous updated (2023-2024 Formula) mRNA vaccine doses, depending on vaccine
manufacturer and the number of previous vaccine doses. Children in this age group who
received all doses in the initial vaccination series should receive 1 dose of a homologous
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updated (2023-2024 Formula) mMRNA vaccine.

 People ages 5 years and older who are unvaccinated or previously received any number of
Original monovalent or bivalent MRNA vaccine doses are recommended to receive 1 dose of
an updated (2023-2024 Formula) mRNA vaccine from either manufacturer.

« People ages 12 years and older who previously received 1 or more doses of Novavax
COVID-19 Vaccine or Janssen COVID-19 Vaccine, including those who also received any
MRNA vaccine dose(s), are recommended to receive 1 dose of an updated (2023-2024
Formula) mRNA vaccine from either manufacturer.

Novavax COVID-19 Vaccine
Novavax COVID-19 Vaccine is currently authorized to provide:

A 2-dose primary series to people ages 12 years and older. The primary series doses are
separated by 3-8 weeks. An 8-week interval between the first and second primary series
doses might be optimal for some people ages 1264 years, especially for males ages 12—-39
years, as it might reduce the small risk of myocarditis and pericarditis associated with this
vaccine.

« A booster dose in limited situations to people ages 18 years and older who previously
completed primary vaccination using any FDA-approved or FDA-authorized COVID-19
vaccine; have not received any previous booster dose(s); and are unable (i.e., MRNA vaccine
contraindicated or vaccine not available) or unwilling to receive an mRNA vaccine and
would otherwise not receive a booster dose. The Novavax booster dose is administered at
least 6 months after completion of any primary series.

Special situation: For children ages 6 months—4 years who received 1 dose of Moderna and 1
dose of Pfizer-BioNTech, see the section on Interchangeability for guidance on completing the
initial vaccination series.

People ages 65 years and older are recommended to receive 1 dose of updated (2023-2024
Formula) MRNA vaccine; an additional dose of COVID-19 vaccine is not recommended at this
time. ACIP will continue to evaluate available data on the epidemiology of COVID-19 and the
safety and effectiveness of COVID-19 vaccines. Based on these assessments, ACIP will update
COVID-19 vaccine policy and guidance as needed, especially for people at increased risk for
severe COVID-19, including people ages 65 years and older.

Considerations for extended intervals for COVID-19 vaccine doses

An 8-week interval between the first and second mMRNA COVID-19 vaccine (Moderna, Pfizer-
BioNTech) doses and between the first and second doses of Novavax COVID-19 Vaccine might be
optimal for some people as it might reduce the small risk of myocarditis and pericarditis associated
with these COVID-19 vaccines. Under the current COVID-19 vaccination schedule, the extended
interval applies only to children ages 6 months—4 years, depending on their vaccination history,
and people ages 12 years and older receiving Novavax vaccine.

While absolute risk remains small, an elevated risk for myocarditis and pericarditis has been
observed among mMRNA COVID-19 vaccine recipients, particularly in males ages 12—-39 years
(see COVID-19 vaccination and myocarditis and pericarditis for additional information). Cases of
myocarditis and pericarditis were identified in clinical trials of Novavax COVID-19 Vaccine and
through passive surveillance during post-authorization use outside the United States.

107


https://www.fda.gov/media/159897/download?attachment
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/interim-considerations-us.html#Interchangeability
https://www.cdc.gov/coronavirus/2019-ncov/hcp/clinical-care/underlyingconditions.html
https://www.cdc.gov/coronavirus/2019-ncov/hcp/clinical-care/underlyingconditions.html
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/interim-considerations-us.html#myocarditis-pericarditis

A 3-week interval between the first and second doses of Novavax and Pfizer-BioNTech COVID-
19 vaccines and a 4-week interval between the first and second doses of Moderna COVID-19
Vaccine continue to be recommended for people who are moderately or severely
immunocompromised, adults ages 65 years and older, and in situations when the fullest possible
protection needs to be achieved sooner (e.g., increased concern about an individual’s higher risk
for severe disease).

COVID-19 vaccination guidance for people who are moderately or severely
immunocompromised

People who are or who become moderately or severely immunocompromised should follow the
COVID-19 vaccination schedule according to their age and immune status at the time of
eligibility for that dose; see Considerations for timing of COVID-19 vaccination in relation to
immunosuppressive therapies for vaccination of people who will shortly become moderately or
severely immunocompromised (e.g., prior to organ transplant) and Considerations for COVID-19
revaccination.

Updated (2023-2024 Formula) mRNA vaccines

The number of recommended updated (2023-2024 Formula) mRNA vaccine doses for an
individual who is moderately or severely immunocompromised is based on vaccination history
and the vaccine manufacturer (Moderna, Novavax, or Pfizer-BioNTech).

 People ages 6 months and older who are unvaccinated are recommended to receive 3
homologous (i.e., from the same manufacturer) updated (2023-2024 Formula) mRNA
vaccine doses.

 People ages 6 months and older who previously received 1 or 2 Original monovalent or
bivalent mRNA vaccine doses are recommended to complete the 3-dose series with 2 or 1
homologous updated (2023-2024 Formula) mRNA vaccine doses, respectively.

« People ages 6 months and older who previously received a combined total of at least 3
Original monovalent or bivalent MRNA vaccine doses are recommended to receive 1 dose of
updated (2023-2024 Formula) mRNA vaccine:

o For those ages 6 months—4 years, only a homologous dose may be administered.
o For those ages 5 years and older, a dose from either manufacturer may be administered.

» People who have received at least 3 mMRNA COVID-19 vaccine doses, including 1 dose of
updated (2023-2024 Formula) mRNA vaccine, may receive 1 or more additional updated
(2023-2024 Formula) mRNA vaccine doses:

o For those ages 6 months—4 years, only homologous additional dose(s) may be administered.
o For those ages 5 years and older, a dose from either manufacturer may be administered.

« People ages 12 years and older who previously received Novavax COVID-19 Vaccine or
Janssen COVID-19 Vaccine, including those who received any mRNA vaccine dose(s), are
recommended to receive 1 dose of updated (2023—-2024 Formula) mRNA vaccine from either
manufacturer.

o These people may receive 1 or more additional updated (2023-2024 Formula) mMRNA
vaccine doses from either manufacturer.

Novavax COVID-19 Vaccine
Novavax COVID-19 Vaccine is currently authorized to provide:
A 2-dose primary series to people ages 12 years and older. The primary series doses are
separated by 3 weeks.
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« A booster dose in limited situations to people ages 18 years and older who previously
completed primary vaccination using any FDA-approved or FDA-authorized COVID-19
vaccine; have not received any previous booster dose(s); and are unable (i.e., contraindicated
or vaccine not available) or unwilling to receive an mRNA vaccine and would otherwise not
receive a booster dose. The Novavax booster dose is administered at least 6 months after
completion of any primary series.

Description of moderate and severe immunocompromising conditions and treatment
Moderate and severe immunocompromising conditions and treatments include but are not limited
to:

« Active treatment for solid tumor and hematologic malignancies

« Hematologic malignancies associated with poor responses to COVID-19 vaccines regardless
of current treatment status (e.g., chronic lymphocytic leukemia, non-Hodgkin lymphoma,
multiple myeloma, acute leukemia)

 Receipt of solid-organ transplant or an islet transplant and taking immunosuppressive therapy

« Receipt of chimeric antigen receptor (CAR)-T-cell therapy or hematopoietic cell transplant
(HCT) (within 2 years of transplantation or taking immunosuppressive therapy)

« Moderate or severe primary immunodeficiency (e.g., common variable immunodeficiency
disease, severe combined immunodeficiency, DiGeorge syndrome, Wiskott-Aldrich
syndrome)

« Advanced HIV infection (people with HIV and CD4 cell counts less than 200/mm?, history of
an AIDS-defining illness without immune reconstitution, or clinical manifestations of
symptomatic HIV) or untreated HIV infection

« Active treatment with high-dose corticosteroids (i.e., 20 mg or more of prednisone or
equivalent per day when administered for 2 or more weeks), alkylating agents,
antimetabolites, transplant-related immunosuppressive drugs, cancer chemotherapeutic agents
classified as severely immunosuppressive, tumor necrosis factor (TNF) blockers, and other
biologic agents that are immunosuppressive or immunomodulatory (e.g., B-cell-depleting
agents)

Factors to consider in assessing the general level of immune competence in a patient include
disease severity, duration, clinical stability, complications, comorbidities, and any potentially
immune-suppressing treatments. People can self-attest to their moderately or severely
immunocompromised status and receive COVID-19 vaccine doses wherever vaccines are offered.
Vaccinators should not deny COVID-19 vaccination to a person due to lack of documentation.

Considerations for COVID-19 revaccination

Recipients of HCT or CAR-T-cell therapy who received 1 or more doses of COVID-19 vaccine
prior to or during treatment should be revaccinated. Revaccination should start at least 3 months
(12 weeks) after transplant or CAR-T-cell therapy and should follow the currently recommended
schedule for people who are unvaccinated. Revaccination may also be considered for patients who
received 1 or more doses of COVID-19 vaccine during treatment with B-cell-depleting therapies
(e.g., rituximab, ocrelizumab) that were administered over a limited period (e.g., as part of a
treatment regimen for certain malignancies) according to the currently recommended schedule. The
suggested interval to start revaccination is about 6 months after completion of the B-cell-depleting
therapy. Timing of vaccination for patients who receive B-cell-depleting therapies on a continuing
basis (e.g., for treatment of certain autoimmune conditions such as rheumatoid arthritis or multiple
sclerosis) is addressed in Considerations for timing of COVID-19 vaccination in relation to
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Immunosuppressive therapies. A patient’s clinical team is best positioned to determine the degree
of immune compromise, need for revaccination, and appropriate timing of revaccination.

Considerations for timing of COVID-19 vaccination in relation to immunosuppressive therapies
Administration of COVID-19 vaccines should not be delayed in patients taking
immunosuppressive therapies. Whenever possible, COVID-19 vaccines should be administered at
least 2 weeks before initiation or resumption of immunosuppressive therapies. For patients who
receive B-cell-depleting therapies on a continuing basis, COVID-19 vaccines should be
administered approximately 4 weeks before the next scheduled therapy. Timing of COVID-19
vaccination should take into consideration: 1) Current or planned immunosuppressive therapies; 2)
Optimization of both the patient’s medical condition and anticipated response to vaccination; and
3) Individual benefits and risks

On a case-by-case basis, providers caring for these patients may administer Moderna, Novavax,
and Pfizer-BioNTech COVID-19 vaccines outside of the FDA and CDC dosing intervals when,
based on their clinical judgment, the benefits of vaccination are deemed to outweigh the potential
and unknown risks for the recipient who is immunocompromised.

The utility of serologic testing, cellular immune testing, or B-cell quantification to assess immune
response to vaccination and guide clinical care has not been established. Such testing outside of the
context of research studies is not recommended at this time.

Vaccine dosage and administration

In general, CDC recommends that people receive the age-appropriate vaccine product and dosage
based on their age on the day of vaccination and in accordance with the recommended intervals
for that age group (1). However, for COVID-19 vaccination there is an exception for children
who receive the Pfizer-BioNTech COVID-19 Vaccine and transition from age 4 years to 5 years
during the 3-dose vaccination series (see Transitioning from a younger to older age group).
Vaccine doses should be administered by the intramuscular route.

Simultaneous administration of COVID-19 vaccines with other vaccines

In accordance with General Best Practice Guidelines for Immunization, routine administration of all
age-appropriate doses of vaccines simultaneously, also known as coadministration, is recommended
for children, adolescents, and adults if there are no contraindications at the time of the healthcare
visit. Simultaneous administration is defined as administering more than one vaccine on the same
clinic day, at different anatomic sites, and not combined in the same syringe. Providers may
simultaneously administer COVID-19, influenza, and respiratory syncytial virus (RSV) vaccines to
eligible patients; the Health Alert Network (HAN) published on September 5, 2023 may be
consulted for additional information about simultaneous administration of these vaccines.

There are additional considerations for simultaneous administration of an orthopoxvirus vaccine and
COVID-19 vaccine as follows:

 There is no required minimum interval between receiving a dose of any COVID-19 vaccine and
an orthopoxvirus vaccine, either JYNNEOS or ACAMZ2000 vaccine (e.g., for mpox prevention),
regardless of which vaccine is administered first.

« Use of JYNNEOS vaccine should be prioritized over ACAM2000 when co-administering a
COVID-19 vaccine and an orthopoxvirus vaccine.

« People, particularly adolescent or young adult males, who are recommended to receive both
vaccines might consider waiting 4 weeks between vaccines. This is because of the observed risk
for myocarditis and pericarditis after receipt of ACAM2000 orthopoxvirus vaccine and COVID-
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19 vaccines, and the hypothetical risk for myocarditis and pericarditis after JYNNEOS vaccine.
However, if a patient’s risk for mpox or severe disease due to COVID-19 is increased,
administration of mpox and COVID-19 vaccines should not be delayed.

Contraindications and precautions to COVID-19 vaccination

Medical condition or history \ Guidance | Recommended action(s)
History of a severe allergic reaction* (e.g., Contraindication  [Do not vaccinate with the same COVID-19
anaphylaxist) after a previous dose or to a vaccine type.®
component of the COVID-19 vaccine* May administer the alternate COVID-19

vaccine type.®

See Considerations for people with a history
of allergies and allergic reactions for
additional information.

History of a diagnosed non-severe allergy* to a Precaution May administer the alternate COVID-19

component of the COVID-19 vaccine? vaccine type.®

History of a non-severe, immediate (onset less than [Precaution For additional information, ) _

4 hours) allergic reaction* after administration of a see Considerations for people with a history

previous dose of one COVID-19 vaccine type® of allergies and allergic reactions.

Moderate or severe acute illness, with or without  |Precaution Defer vaccination until the illness has

fever improved.

History of MIS-C or MIS-A Precaution See COVID-19 vaccination and MIS-C and
MIS-A.

History of myocarditis or pericarditis within 3 Precaution A subsequent dose of any COVID-19 vaccine

weeks after a dose of any COVID-19 vaccine should generally be avoided.

See COVID-19 vaccination and myocarditis
and pericarditis.

Abbreviations: MIS-C = multisystem inflammatory syndrome in children; MIS-A = multisystem inflammatory syndrome in adults
*Allergic reactions in Table 3 are defined as follows:

Severe allergic reactions include: known or possible anaphylaxis, a progressive life-threatening reaction that typically includes
urticaria (hives) but also with other symptoms such as wheezing, difficulty breathing, or low blood pressure; angioedema (visible
swelling) affecting the airway (i.e., tongue, uvula, or larynx); diffuse rash which also involves mucosal surfaces (e.g., Stevens-
Johnson Syndrome).

Non-severe allergic reactions include but are not limited to: urticaria beyond the injection site; angioedema involving lips, facial
skin, or skin in other locations. NOTE: Any angioedema affecting the airway (i.e., tongue, uvula, or larynx) is considered a severe
allergic reaction.

fAnaphylactic reactions have been rarely reported following receipt of COVID-19 vaccines (estimated incidence: 5 per million
doses of MRNA COVID-19 vaccines administered). For more information on the assessment and potential management of
anaphylaxis, see Preparing for the Potential Management of Anaphylaxis after COVID-19 Vaccination.

See package inserts and FDA EUA fact sheets for a full list of vaccine ingredients. mRNA COVID-19 vaccines contain
polyethylene glycol (PEG).

$The mRNA COVID-19 vaccines (Moderna and Pfizer-BioNTech) are one type of COVID-19 vaccine and Novavax (protein
subunit) is another type of COVID-19 vaccine.

Clinical Guidance
CDC interim clinical guidance is expected to be updated later this week and can be accessed by
visiting https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html.

Reporting Adverse Reactions

LDH reminds providers to report possible vaccine-related adverse events to the FDA/CDC Vaccine
Adverse Event Reporting System (VAERS) at https://vaers.hhs.gov/reportevent.html or by calling
1-800-822-7967. Any possible severe adverse events (those resulting in hospitalization, death, or
persistent disability) should be immediately reported to the LDH Office Public Health (OPH)
Infectious Disease/Epidemiology Hotline at 1-800-256-2748.
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Policy on DTaP, DT, Td and Tdap Vaccinations
Policy:

Diphtheria, Tetanus Toxoid and acellular Pertussis Vaccine (DTaP) shall be given in OPH clinics
to children 2 months through 6 years of age (up to seventh birthday) according to the current
OPH schedule. Administration of the primary series may be initiated as early as 6 weeks of age.
Subsequent doses can be administered at intervals of 4 to 8 weeks. The fourth dose of DTaP
vaccine can be given as early as 12 months of age, as long as six months have elapsed since the
third dose was administered. DTaP vaccines are recommended for all five doses in the
vaccination schedule. Exceptions are outlined below.

Two acellular pertussis vaccines (Daptacel® and Infanrix® for all five doses) are licensed for the
diphtheria, tetanus, and pertussis vaccination series. Four combination vaccines containing DTaP
are licensed (Kinrix®, Pediarix®, Pentacel®, and Quadracel™). Kinrix® (DTaP — IPV) is licensed
for the fifth dose of the vaccination series; it is not licensed for the first four doses. Pediarix®
(DTaP — HepB — IPV) is licensed for the first three doses at 2, 4, and 6 months of age through 6
six years. It is not licensed for the fourth or fifth booster doses. Pentacel® (DTaP — IPV/Hib) is
licensed for the first four doses at 2, 4, 6, and 15-18 months of age. Quadracel™ (DTaP — IPV) is
licensed for the fifth dose in children 4 to 6 years of age. See chart below.

DTaP Product Dose 1 Dose 2 Dose 3 Dose 4 Dose 5
Infanrix® N \ v v \
Daptacel® \ \ \ \ \
Kinrix® NG
Quadracel™ N
Pediarix® N \ \

Pentacel® \ \ v \

“Kinrix® can be used can be used as a fifth dose for children 4 to 6 years of age who started the
vaccination series with Infanrix® and/or Pediarix®.

“Quadracel™ can be used as a fifth dose for children 4 to 6 years of age who started the
vaccination series with Daptacel® and/or Pentacel®.

Whenever feasible, the same brand of DTaP vaccine should be used for all doses of the
vaccination series. However, the health unit may not be aware of the type of DTaP vaccine
previously administered to a child. Under this circumstance, it should not present a barrier to
administration of the vaccine and any of the licensed DTaP vaccines that may be used to
complete the vaccination series. DTaP may also be used as a wound booster for the tetanus
component.

The dose of all vaccines is 0.5 ml, administered intramuscularly. Fractional doses of DTaP

vaccine are not to be administered by public health nurses in parish health units. Fractional doses
are defined in two ways:
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1. less than recommended doses of 0.5 ml.
2. giving the total dose over a period of time by administering a number of smaller doses of
DTaP.

Preferred injection sites are the anterolateral aspect of the thigh and the deltoid muscle of the
upper arm.

Acellular pertussis vaccine (DTaP) does not interfere with other routine childhood
immunizations, and may be given simultaneously with IPV, MMR, PCV, HAV, HBV, HiB,
Influenza, Varicella and Rotavirus. Two vaccinations may be given in the same thigh, as long as
different administration sites are used.

Diphtheria and Tetanus Toxoids, DT (pediatric), shall be used in OPH clinics for children 2
months through 6 years of age (up to seventh birthday) for whom pertussis vaccine is
contraindicated. Contraindications must be reviewed by the regional or local medical director
prior to giving DT. In the absence of a local or regional medical director, an order from a private
physician is acceptable to administer DT (i.e., pertussis vaccine medically contraindicated).
Medical contraindications must be documented in the patient's health unit clinic record and
LINKS immunization record.

Tetanus and Diphtheria Toxoids (Td) or Tdap shall be used in OPH clinics for children 7 years
of age and older and adults.

Tdap is recommended for children ages 7-10 years who are not fully vaccinated against
pertussis. Use a single dose of Tdap for those not fully vaccinated. If additional doses of tetanus
and diphtheria toxoid-containing vaccines are needed, then children aged 7 through 10 years
should be vaccinated according to the catch-up schedule, with Tdap preferred as the first dose.

Tdap is routinely recommended as a single dose for those 11 through 18 years of age with
preferred administration at 11 through 12 years of age. If adolescent was not fully vaccinated
(see note 1) as a child, check the ACIP recommendations and catch-up schedule to determine
what’s indicated.

Any adult 19 years of age and older who has not received a dose of Tdap should get one as soon
as feasible — to protect themselves and infants. This Tdap booster dose can replace one of the 10-
year Td booster doses. Tdap can be administered regardless of interval since the previous Td
dose. Shorter intervals between Tdap and last Td may increase the risk of mild local
reactogenicity but may be appropriate if your patient is at high risk for contracting pertussis, such
as during an outbreak, or has close contact with infants.

When feasible, Boostrix (GSK) should be used for adults 65 years and older; however, either
vaccine product administered to a person 65 years or older provides protection and may be
considered valid. Providers should not miss an opportunity to vaccinate persons aged 65 years
and older with Tdap. Therefore, providers may administer the Tdap vaccine they have available.

Pregnant women should get a dose of Tdap during each pregnancy, preferably at 27 through 36
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weeks gestation. By getting Tdap during pregnancy, maternal pertussis antibodies transfer to the
newborn, likely providing protection against pertussis in early life, before the baby starts getting
DTaP vaccines. Tdap will also help protect the mother at time of delivery, making her less likely
to transmit pertussis to her infant. It is important that all family members and caregivers of the
infant are up-to-date with their pertussis vaccines (DTaP or Tdap, depending on age) before
coming into close contact with the infant. Tdap is recommended in the immediate postpartum
period before discharge from the hospital or birthing center for new mothers who have never
received Tdap before or whose vaccination status is unknown.

A single dose of Tdap is recommended for health care personnel who have not previously
received Tdap as an adult and who have direct patient contact. Tdap vaccination can protect
health care personnel against pertussis and help prevent them from spreading it to their patients.
Priority should be given to vaccinating those who have direct contact with babies younger than
12 months of age.

Tdap can be administered regardless of interval since the previous Td dose. However, shorter
intervals between Tdap and last Td may increase the risk of mild local reactogenicity.

No minimum interval is required between giving doses of Td and Tdap. According to the LA
School Immunization Law, Tdap is required for all 11 year old children entering the 6th grade.
Tdap may be substituted for any dose in a primary catch-up series or as a booster if age
appropriate for Tdap. Subsequent routine Td boosters are recommended every 10 years
thereafter using Td (not Tdap) vaccine. If a Tdap dose was given prior to 11 years of age, there is
no need for an additional Tdap dose. At this time, Tdap is only recommended as a one-time
vaccine dose.

Those never vaccinated against tetanus, diphtheria or pertussis or who have unknown
vaccination status should receive a series of three vaccinations containing tetanus and diphtheria
toxoids. The first of these three doses should be Tdap. For adults aged 65 years and older, ACIP
has advised those who anticipate having close contact with an infant aged less than 12 months
should receive a single dose of Tdap.

Pertussis vaccine shall not be given to children who have had any one of the following reactions
after a previous dose of pertussis vaccine:

1. Previous anaphylactic response to a vaccine containing pertussis vaccine, i.e., fairly rapid
onset after receiving the vaccine of hives, asthma, swelling of the mouth, difficulty
breathing, hypotension, shock.

2. Encephalopathy occurring within 7 days of having received a DTP or DTaP immunization,
including severe alterations in consciousness, e.g. comatose or semi-comatose state with
generalized or focal neurologic signs, e.g. weakness, paralysis, seizures.

3. Fever of 105 degrees F. (40.5 degrees C) or greater within 48 hours of having received a
previous DTP or DTaP immunization, unexplained by another cause.
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4. Severe hypotonic-hyporesponsive episode, i.e., collapse or shock-like state within 48 hours of
having received a previous DTP or DTaP immunization.

5. A screaming episode, abnormal and/or high-pitched crying or screaming, lasting at least three
hours, occurring within 48 hours of having received a previous DTP or DTaP immunization.

6. A convulsion, or a series of convulsions, with or without fever occurring within 3 days (72
hours) of having received a DTP or DTaP immunization.

Td or DT or Tdap vaccine shall not be given in OPH clinics to persons who have had severe
neurologic or anaphylactic reactions to previous doses of Td or DT vaccine.

Local reactions of DTaP, DT or Td are not a contraindication of further doses of the vaccine.

Inadvertent Administration of Tdap or Pediatric DTaP

To help prevent inadvertent administration of Tdap when pediatric DTaP is indicated or pediatric
DTaP when Tdap is indicated, vaccine providers should review product labels before
administering these vaccines. Whenever an inadvertent administration of vaccine occurs, you
must inform the parent/guardian and address possible adverse events following vaccination. The
following recommendations address inadvertent administration of vaccines and the process for
continuation of the vaccine series.

1. If Tdap is inadvertently administered instead of pediatric DTaP to a child aged less than 7
years as any of the first three doses of the tetanus-diphtheria-pertussis vaccination series, the
Tdap dose should NOT be counted as valid, and a replacement dose of pediatric DTaP should
be administered. If this is discovered while the child is still in the office, the pediatric DTaP
can be administered during the same visit. If the child has left the clinic, it is suggested to
administer the replacement dose within 72 hours or administering it 4 weeks later to optimize
the child’s immune response to the antigens in pediatric DTaP. The remaining doses of DTaP
should be administered on the routine schedule, with at least a 4 week interval between the
replacement dose of pediatric DTaP and the next dose of pediatric DTaP.

2. If the Tdap is inadvertently administered as the fourth or fifth dose in the tetanus-diphtheria-
pertussis vaccination series to a child aged less than 7 years, the Tdap dose should be counted
as valid and does not need to be repeated; the child who received Tdap as the fourth dose
should complete the pediatric DTaP schedule and the routine adolescent vaccination with
Tdap would apply when this child becomes an adolescent. For example: if a child received
Tdap as the fifth dose at age 5 years instead of pediatric DTaP should receive a second dose
of Tdap at age 11-12 years.

3. If Tdap or pediatric DTaP is inadvertently administered to a child 7 — 9 years instead of Td as
part of the catch-up vaccination or for wound management, this dose can be counted as the
adolescent Tdap dose, or the child can later receive an adolescent booster dose of Tdap
according to the interval guidance used for Td or Tdap. In either case, the child should receive
a dose of Td no longer than 10 years after the inadvertent Tdap or pediatric DTaP dose or

according to the guidance for catch-up vaccination.
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Wound Management

If a person presents with a clean, minor wound and has an unknown vaccination history or has
had less than 3 doses of the tetanus toxoid, Td should be administered. Tdap can be substituted if
the person is 10 years or older and has never received Tdap. If the person has had more than 3
doses of the tetanus toxoid, no Td is required unless it has been 10 or more years since their last
dose. For all other wounds, Td and Tetanus immune globulin (TIG) should be administered if the
person has an unknown vaccination history, or if they have had less than 3 doses of the tetanus
toxoid. If the person has had more than 3 doses of the tetanus toxoid, no Td is required unless it
has been 5 or more years since their last dose. Further, no TIG is required in these persons.

Disaster Relief

Health units may be involved in immunizing response workers, community members impacted,
and the general public during disaster relief efforts. Guidance will be provided during those
times based on the circumstances of the event if vaccinations are appropriate.

Rationale:

Diphtheria, tetanus, and pertussis: recommendations for vaccine use and other preventive
measures: MMWR 1991; 40(RR-10): 1-28 or
www.cdc.gov/mmwr/preview/mmwrhtml/00041645.htm on the internet.

Preventing Tetanus, Diphtheria, and Pertussis Among Adolescents: Use of Tetanus Toxoid,
Reduced Diphtheria Toxoid and Acellular Pertussis Vaccines: MMWR 2006; 55(RR03);1-34 or
http://www.cdc.gov/mmwr/preview/mmwrhtml/rr5503al.htm?s_cid=rr5503al_e
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POLICY ON THE ADMINISTRATION OF HAEMOPHILUS INFLUENZAE TYPE B
CONJUGATE VACCINES

Introduction

Haemophilus influenzae type b (Hib) was a major cause of meningitis, cellulitis, and bacteremia
in children, with peak incidence before the age of one year. With the introduction of vaccines
against Hib, the disease has decreased from approximately 20,000 cases per year in the U.S. to
less than 300 cases per year. Several conjugated Hib vaccines (HbOC, PRP-TT, and PRP-OMP)
are available separately or in combination with other vaccine antigens for the primary series of
vaccinations and booster doses.

Guidelines

1. All children should be immunized with Hib conjugate vaccine beginning at two months of age
or as soon as possible thereafter. Hib vaccine should be given in a two or three dose primary
series (depending on the specific product used) with doses given intramuscularly at two
months, four months, and (possibly) six months of age. Administration of the primary series
may be initiated as early as age six weeks, as is the case for the DTaP and polio series. The
fourth dose (first booster) of Hib vaccine should be given at 12-15 months of age.. For this
booster dose, any conjugate Hib vaccine may be used. Hib vaccine should not be given prior
to six weeks of age. Infants receiving Hib vaccine prior to six weeks of age have been
reported to develop immunologic tolerance to the Hib antigen, which blocks development of
antibodies to Hib, possibly permanently.

2. Immunization of children older than 2 months of age at the time of the first dose should be
performed as follows (or See table at the end of this chapter):

A. Unimmunized children between 3 and 6 months of age should receive a primary series of
two to three doses (depending on the product used) given two months apart and a booster
at age 12-15 months.

B. Unimmunized children 7-11 months of age should receive a primary series of two
doses given two months apart and a booster at age 12-15 months.

C. Unimmunized children 12-14 months of age should receive a primary series of one
dose and a booster two months later.

D. Unimmunized children from 15 months until their fifth birthday should receive one
dose of conjugate vaccine.

Please note: While most children can receive their last booster at age 12 months, those who do
not receive their first Hib until age 12-14 months need one dose immediately and one booster
two months later.

3. Children who initiate the vaccine series, fall behind on their schedule and then return for
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completion of the vaccine series should be given the same number of additional doses that they
would receive if they were initiating immunization at the time of the visit. The minimum
interval between catch-up doses is one month. For example:

¢ a 12 month old child who received a dose of Hib vaccine at age 4 months and no dose for
the next 8 months should be given two additional doses, one immediately and one at age

15 months;

¢ a 14 month old child who received two previous doses of Hib vaccine at ages 2 and 4
months and no doses for the next 10 months should receive two additional doses, one
immediately and one at age 15 months;

¢ a 24 month old child who received a single dose of Hib vaccine at age 8 months and no
doses for the next 16 months should be given one additional dose of vaccine.

4. Immunization records entered in the LINKS registry should indicate which type of Hib
conjugate vaccine was given. For consistency with private providers and with other state

immunization programs, OPH should use the following designations:

Designation in LINKS Manufacturer Trade Name Used at < 15 mo
HIB-PRP-OMP Merck PedvaxHIB Yes
HIB-PRP-T Sanofi-Pasteur ActHib, OmniHib Yes
DTaP/HIB Sanofi-Pasteur TriHIBIt No*
DTaP/IPV/HIB Sanofi-Pasteur Pentacel Yes

* Under the accelerated schedule, TriHIBit can be given as early as 12 months of age as a

booster dose

5. All vaccines are approved for the primary series and may be used interchangeably. If PRP-T
is used or if multiple vaccine types are used, the initial series will consist of three doses. If
only PRP-OMRP is used, only 2 doses are needed to complete the initial series. Any approved
vaccine can be used for booster doses after the age of 15 months, regardless of the product(s)

used for earlier doses.

6. Hib conjugate vaccines can and routinely should be given simultaneously with other scheduled
vaccines, such as DTaP, IPV, MMR, PCV, Varicella, HAV, influenza, Rotavirus and HBV.
Hib conjugate vaccines should be administered intramuscularly in separate syringes and at
separate sites from other immunizations, unless the Hib vaccine is part of a specifically
approved vaccine combination. Children who require more than two simultaneous
intramuscular vaccine injections may be given two vaccines in the same thigh, provided that
separate syringes and separate injection sites are used.
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7. Unimmunized children 5 years of age or older with chronic illnesses known to be associated
with increased risk of Hib disease should be given a single dose of any licensed conjugate
vaccine. These diseases are the following:

A. Sickle cell disease or any other hemoglobinopathy which may render a child
functionally asplenic;

B. Cancer;

C. Anatomic asplenia, i.e. congenital asplenia or previous surgical splenectomy;

D. AIDS;

E. recipients of a hematopoietic stem cell transplant (HSCT).

8. Unimmunized children who experience invasive Hib disease when younger than 24 months of
age should subsequently be immunized according to the age-appropriate recommendations.
Children who developed Hib infections at 24 months of age or older do not need further Hib
immunization.

9. Vaccination with a specific Hib conjugate vaccine is contraindicated in persons known to have
experienced anaphylaxis following a prior dose of that vaccine.

10. Hib vaccine should not be given to pregnant females.

11. Adverse reactions to Hib conjugate vaccines are uncommon. Swelling, redness and/or pain
have been reported in 5-30% of patients and usually resolve within 12-24 hours. Fever and
irritability are infrequent.

Questions regarding Hib conjugate vaccine should be directed to the Immunization Program at

(504) 568-2600.

Summary of Recommendations for Hib Conjugate Vaccine Use

Age at first dose (months) | Primary Series Booster

2-6 2-3 doses (depending on 12-15 months
product used), 2 months apart*

7-11 2 doses, 2 months apart* 12-18 months

12-14 1 dose 2 months later

15-59 ldose |-

* Minimum interval between doses can be as early as 4 weeks
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For further information on the recommendations for the use of Haemophilus b conjugate
vaccines see MMWR 1991;40(RR-1): 1-7 or
www.cdc.gov/mmwr/preview/mmwrhtml/00041736.htm on the internet.
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POLICY ON HEPATITS A VACCINE
Policy:

Routine vaccination using Hepatitis A vaccine is the most effective way to reduce hepatitis A
incidence nationwide over time. Vaccination of children living in states and communities with
consistently elevated rates of hepatitis A to provide protection from disease was expected to
reduce the overall incidence of hepatitis A. However, in 2005, another strategy was
implemented to vaccinate children at 12 months of age as the next phase of the reduction of
Hepatitis A morbidity allowing for its incorporation into the routine early childhood vaccination
schedule.

Inactivated and attenuated hepatitis A vaccines currently licensed in the United States are the
single-antigen vaccines HAVRIX® (manufactured by GlaxoSmithKline, Rixensart, Belgium)
and VAQTA® (manufactured by Merck & Co., Inc., Whitehouse Station, New Jersey).
TWINRIX®, manufactured by GlaxoSmithKline is a combination vaccine containing both HAV
and HBV antigens and is indicated for active immunization of persons 18 years of age or older.
All are inactivated vaccines. Caveat: This section on the administration of TWINRIX is in effect
only when the Immunization Program has vaccine on hand for the age-appropriate group.

Guidelines:

The following recommendations for hepatitis A vaccination are intended to further reduce
hepatitis A morbidity and mortality in the United States and make possible consideration of
eventual elimination of HAV transmission. Hepatitis A vaccination is recommended routinely
for children/adolescents, for persons who are at increased risk for infection, and for any person
wishing to obtain immunity.

1. All children should receive hepatitis A vaccine at age 1 year (i.e., 12 months through 18
years). Vaccination should be completed according to the licensed schedules and integrated
into the routine childhood vaccination schedule.

2. Persons at increased risk for HAV infection include:

A. Persons traveling to or working in countries that have high or intermediate endemicity of
infection — The first dose of hepatitis A vaccine should be administered as soon as travel is
considered. Travelers who are administered vaccine can be assumed to be protected within
4 weeks after receiving the first vaccine dose.

B. MSM (both adolescents and adults) should be vaccinated. Health-care providers in
primary-care and specialty medical settings in which MSM receive care should offer
hepatitis A vaccine to patients at risk.

C. Vaccination is recommended for users of injection and noninjection illicit drugs.

D. Persons who have occupational risk for infection - Persons who work with HAV-

121



infected primates or with HAV in a research laboratory setting should be vaccinated.
Studies conducted among U.S. workers exposed to raw sewage do not indicate increased
risk for HAV infection.

E. Persons with clotting-factor disorders - Susceptible persons who are administered
clotting-factor concentrates, especially solvent-detergent-treated preparations, should
receive hepatitis A vaccine.

F. Vaccination of persons with chronic liver disease - Susceptible persons with chronic
liver disease should be vaccinated.

3. Two Hepatitis A vaccines are available in both pediatric and adult formulations - HAVRIX®
and VAQTA®. Limited data indicate that vaccines from different manufacturers are
interchangeable. The minimal interval between the first dose and booster dose of Hepatitis A
vaccine is 6 calendar months.

4. Primary immunization with TWINRIX for high risk adults (18 years of age and older) consists
of 3 doses given on a 0-, 1-, and 6 month schedule. Alternatively, an accelerated 4 dose
schedule given on days 0-, 7 and 21-30 followed by a booster dose at month 12 may be used.
The accelerated vaccination schedule may represent the preferred option for individuals at
imminent risk for hepatitis A and hepatitis B.

NOTE: Twinrix vaccine for adults (18 years and older) is not available through the OPH
Immunization Program for travelers to countries endemic for hepatitis A and hepatitis B,
military personnel, health care workers, emergency care first responders to disaster areas other
individuals who do not meet the high-risk eligibility criteria. (see Policy on the Immunization
of High Risk Adults, pg 133).

Recommended dosages of Hepatitis A Vaccines

Vaccine r\ggicp?ilenri Dose Volume No. Schedule
iy (mL) Doses (mos) §
HAVRIX®: | 12Mos— 1 oo5p U 05 2 0,6 12 mos
18 years
12 mos —
*
VAQTA® 18 years 25U 0.5 2 0, 6 — 18 mos

+Hepatitis A vaccine, inactivated, SmithKline Beecham Biologicals.
*Hepatitis A vaccine inactivated, Merck Co., Inc.
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Recommended dosages of TWINRIX Vaccine

Vaccine r;/ca;c?(ler:tes Dose Yl N0 Sl
P (mL) Doses (mos) §
Age
720 EL.U 1st dose @ day

18 years and HAV 0-, followed
TWINRIX older 20 mcg 10 3 by 1 month
HBV and month 6
Accelerated| DAYS0- 7~

21to 30

schedule for
N followed by
high risk b
4 ooster at
month 12

Contraindications and Precautions:

Hepatitis A vaccine should not be administered to persons with a history of a severe allergic
reaction to a previous dose of hepatitis A vaccine or to a vaccine component.

Route of Administration:

The vaccine should be administered intramuscularly into the deltoid muscle. A needle length
appropriate for the person's age and size should be used. Simultaneous administration of hepatitis
A vaccine can be given with diphtheria-tetanus-acellular pertussis (DTaP), Haemophilus
influenzae type b (Hib), hepatitis B, MMR, Rotavirus, inactivated poliovirus vaccines, Varicella,
PCV and/or influenza and does not affect the immunogenicity and reactogenicity of these
vaccines. Among children, the most frequently reported side effects were feeding problems,
headache, pain, soreness, tenderness and warmth at the injection site.

NOTE: On August 11, 2005, the Food and Drug Administration (FDA) approved an application
of a pediatric/adolescent formulation of VAQTA® (hepatitis A vaccine, inactivated) (Merck &
Co., Whitehouse Station, New Jersey) for use among persons aged 12 months--18 years.
Previously, the pediatric/adolescent formulation of VAQTA was approved for use in persons
aged 2--18 years. The formulation, dosage, and schedule for VAQTA have not changed. Each
1.5 mL dose of the pediatric/adolescent formulation of VAQTA contains approximately 25 units
of formalin-inactivated hepatitis A virus antigen, adsorbed onto aluminum hydroxyphosphate
sulfate, in 0.9% sodium chloride. The formulation does not contain a preservative.

On October 17, 2005, the Food and Drug Administration approved an application to allow use of

the pediatric/adolescent formulation of Havrix® (hepatitis A vaccine, inactivated)
(GlaxoSmithKline Biologicals, Rixensart, Belgium) for persons aged 1 — 18 years. Previously,
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pediatric use of Havrix was approved for use in persons aged 2--18 years. The formulation,
dosage, and schedule for Havrix were not changed. Each 0.5-mL dose of pediatric/adolescent
Havrix contains 720 enzyme-linked immunosorbent assay units of formalin-inactivated hepatitis
A viral antigen adsorbed onto aluminum hydroxide. The formulation contains 0.5% 2-
phenoxyethanol as a preservative. The primary vaccination schedule utilizing either brand of
Hepatitis A vaccines remains unchanged and consists of 2 doses, administered on a 0, 6-12
month schedule.

ACIP/MMWR Update October 2007: Clinical trials comparing Hepatitis A vaccine and Immune
globulin (1G) for prevention of hepatitis A after exposure has generated new recommendations
for postexposure prophylaxis (PEP). Persons who have been exposed to HAV and who have not
previously received hepatitis A vaccine should be administered a single dose of single antigen
vaccine or IG as soon as possible, preferably within 2 weeks of last exposure. For healthy
persons, aged 12 months — 40 years, single antigen hepatitis A vaccine is preferred to 1G because
of vaccine advantages that include long-term protection and ease of administration. For persons
aged > 40 years, IG is preferred because of the absence of information regarding vaccine
performance and more severe manifestations of hepatitis A in this age group; vaccine can be
used if IG cannot be obtained. IG should be used for children < 12 months,
Immunocompromised persons, persons who have had chronic liver disease diagnosed, and for
persons for whom vaccine is contraindicated. The magnitude of the risk for HAV transmission
from exposure should be considered in decisions to use I1G or vaccine.
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ADMINISTRATION OF IMMUNE SERUM GLOBULIN (ISG) PROPHYLAXIS OR
HEPATITIS A VACCINE FOR HEPATITIS A CONTACTS

Policy:

In October 2007, the ACIP has changed the recommendations for Hepatitis A post-exposure
prophylaxis (PEP). Within 2 weeks after last exposure, persons who have not previously
received single antigen Hepatitis A vaccine should be administered a single dose of Hepatitis A
vaccine for persons aged 12 months to 40 years. For persons > 40 years of age, ISG is preferred
though vaccine can be given if ISG cannot be obtained. For clients who cannot receive the
vaccine (e.g., children <12 months of age, persons with chronic liver disease, persons who are
immunocompromised or vaccine contraindications) ISG should be used. These new
recommendations reflect the new data on vaccine effectiveness postexposure.

Administration of ISG: ISG is a sterile solution for intramuscular use containing antibodies
derived from human blood. When administered in the appropriate dose before or within 1-2
weeks after exposure to hepatitis A it may prevent illness in 80-90 percent of those exposed.
ISG should be given as soon as possible after exposure since its prophylactic value is greatest
when given early in the incubation period and decreases with time after administration. The use
of ISG more than 2 weeks after exposure or after onset of clinical illness is not indicated.
Because ISG may not suppress inapparent infection, long lasting natural immunity may result.

Currently the state will supply ISG to household contacts of hepatitis A cases and on specific
occasions to hepatitis A associated child care center children and employees. (Consultation with
the Infectious Disease Epidemiology Section should precede child care center children and
employee vaccine administration.) The use of ISG is not normally recommended for school
contacts, for routine prophylaxis to hospital personnel, or for persons exposed to a fellow worker
with hepatitis A in the usual office and factory situation.

A diagnosis of hepatitis A can be confirmed by laboratories performing hepatitis A antibody tests
(Anti-HAV IgM). This test is not available through the OPH Laboratory.

Contraindications for I1SG:

e Should not be given to persons with isolated immunoglobulin A (IgA) deficiency.

¢ Should not be given to patients who have severe thrombocytopenia or any other
coagulation disorder that would contraindicate intramuscular injection.

e Should not be given to persons who are known to have an allergic response to
thimerosal.

e Should not be given to patients with a history of prior allergic reaction following the
administration of 1SG.

If the possibility exists that the person who is requesting ISG may have a contraindication as
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listed, he or she must be referred to their private physician for evaluation. Persons who do not
know if they are allergic to thimerosal may be considered non-allergic.

Precautions: Do not administer intravenously.

Reactions: Very rarely causes adverse reactions. Discomfort may occur at the site of injection.
The risk of hypersensitivity is very small.

Administration: For household contacts of hepatitis A cases or for child care center contacts, a
single intramuscular injection of 0.1 ml/kg per pound of body weight should be given.

Storage: Immune Globulin may be used up to the expiration date on the label if kept refrigerated
at 36-46°F (2-8°C). It should not be frozen.

Recommendations for travelers: Travelers to high-risk areas, such as rural villages in the tropics,
should be counseled about avoiding contaminated food or water and should be referred to their
private physicians for administration of Hepatitis A vaccine or ISG (depending on their health
status or ineligibility to receive HAV vaccine) when appropriate.
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POLICY ON UNIVERSAL HEPATITIS B VACCINATION

Policy:

The Centers for Disease Control and Prevention (CDC) mandated strategy to eliminate hepatitis
virus transmission includes the following: prevention of perinatal hepatitis B virus transmission,
the routine vaccination of all infants and adolescents, and vaccination of children and adults in
high-risk groups.

As part of this strategy, the CDC recommends the universal vaccination of infants to prevent
hepatitis B virus transmission in early childhood and to protect adolescents and adults from
infection. Routine vaccination is recommended for all children and adolescents through the age
of 18 years. The first dose of hepatitis B vaccine should be administered before hospital
discharge for every newborn, followed by the second dose at 1-2 months of age and then the
third dose at 6-18 months of age with a minimum of 8 weeks after the second dose and 16 weeks
after the first dose.

Routine Infant Hepatitis B VVaccine Schedule

Dose Usual Age Minimum Interval
Primary 1 Birth

Primary 2 1-2 months 4 weeks

Primary 3 6-18 months* 8 weeks**

* infants whose mothers are HBsAg-positive or whose HBsAg status is unknown should receive the
third dose at 6 months of age
** at least 16 weeks after the first dose

Importance of the Hepatitis B Birth Dose

It is recommended that every newborn receives the first dose of hepatitis B vaccine at birth or
before hospital discharge. This standard of care provides a safety net to prevent hepatitis B
infection for at-risk newborns (including but not limited to, infants whose mothers were not
identified due to no or little prenatal care, errors made by healthcare professionals in ordering,
recording, or communicating lab test results determining the mother’s hepatitis B status, and
exposure to a family member who is a chronic carrier of hepatitis B).

Additional Considerations for Hepatitis B Vaccination

e For preterm infants weighing less than 2000 grams and whose mothers are hepatitis B-
negative, delay the first dose of vaccine until infant is one month of age, due to
potentially decreased immunogenicity.

e For infants whose mothers are HBsAg-positive at the time of delivery or whose mothers’
HBsAQg status is unknown, infants should receive the third dose at 6 months of age.

e Please see the following section, “Perinatal Hepatitis B Prevention Program”, for additional
information on infants born to HBsAg-positive women.
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Vaccination Interruption and Delay

The catch-up schedule for vaccination of infants and children can begin at any point with a
minimum interval of 4 weeks between the first and second dose and a minimum interval of 8
weeks between the second and third dose. Infants should not receive the third dose before 24
weeks of age. It is not necessary to add doses or restart the vaccine series if the series has
already been started as long as the minimum intervals between doses have been achieved.

o If the series is interrupted after the first dose of vaccine, the second dose should be
administered as soon as possible followed by the third dose administered at a minimum
interval of 8 weeks after the second dose.

o If the series is interrupted after the second dose, the third dose should be administered as
soon as possible and no sooner than 24 weeks of age (164 days).

e Booster doses of hepatitis B vaccine are not routinely recommended for persons with
normal immune status who were vaccinated as infants, children, or adolescents.

It is recommended that all adolescents that have not been previously vaccinated be vaccinated at
11 or 12 years of age with the age-appropriate dose of vaccine or whenever possible.
Vaccination is especially important for those in groups of increased risk of hepatitis B infection
(for example, those who are sexually active). Vaccination of adults not previously vaccinated
should be considered for those who are at increased risk of infection. For specific dose
recommendations, see table below. For specific policy for adults, please reference the “Policy
on the Immunization of High Risk Adults with Hepatitis Vaccine.”

Vaccine Dosing and Administration

For infants and neonates, hepatitis B vaccine should be given intramuscularly in the anterolateral
thigh. For older children and adults, hepatitis B vaccine should be given in the deltoid muscle.

If the vaccine is administered at any site other than intramuscularly in the anterolateral thigh or
deltoid muscle, this vaccine dose should not be counted as a valid dose and should therefore be
repeated. The dosage of vaccine is dependent upon the age of the individual and the type of
vaccine being given. Please see the following table as a guide.

Single-Antigen Vaccine Combination Vaccine
Recombivax HB Engerix-B Pediarix Twinrix
Dose NMolume Dose NMolume Dose Molume Dose Molume

Age Group (mcg)* | (mL) (mcg)* | (mL) (meg)* | (mL) | (mcg)* | (mL)
Infants (<1 year) 5 0.5 10 0.5 10 0.5 | N/A N/A
Children (1-10 5 05 10 05 10 05 |NA | NA
years)
Adolescents
11-15yrs 104 1.0 N/A N/A N/A N/A N/A N/A
11-19 yrs 5 0.5 10 0.5 N/A N/A N/A N/A
Adults (>20 years) 10 1.0 20 1.0 N/A N/A N/A 20
Hemodialysis
patients and other
immunocompro-
mised persons
<20 yrs8 5 0.5 10 N/A N/A N/A N/A N/A
>20 yrs 401 1.0 40t | N/A N/A N/A N/A N/A
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* Recombinant hepatitis B surface antigen protein dose.

+ Adult formulation administered on a 2-dose schedule.

§ Higher doses might be more immunogenic, but no specific recommendations have been made.
9 Dialysis formulation administered on a 3-dose schedule at 0, 1, and 6 months.

I Two 1.0 mL doses administered at one site, on a 4-dose schedule at 0, 1, 2, and 6 months.

** Not applicable.

Hepatitis B vaccine does not interfere with other childhood immunizations and may be given
simultaneously with Rotavirus, DTaP, Tdap, Hib, PCV15 or PCV2020, PPSV23, IPV, Influenza,
MMR, Varicella, Hepatitis A, HPV and Meningococcal.

Different hepatitis B vaccine formulations contain different antigen content but are
interchangeable to complete the vaccine series. For example, Recombivax HB may be used to
complete a hepatitis B vaccine series that started with Engerix-B or vice-versa. Dosages must
follow the correct schedule. However, Pediarix, the combination vaccine containing DTaP,
hepatitis B and inactivated polio vaccines, can only be administered at 6 weeks of age or older.
For this reason, Pediarix is not approved for the birth dose of the hepatitis B vaccine series but it
is approved for 3 doses at 2, 4, and 6 months of age and can be given as such for infants who
received the birth dose of hepatitis B vaccine. In addition, Pediarix is not approved for fourth or
fifth doses of the DTaP or IPV series.

For hepatitis B vaccine storage and handling, please refer to the previous section, “Vaccine
Storage Requirements.”
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PERINATAL HEPATITIS B PREVENTION PROGRAM - SCREENING AND
PREVENTION OF HEPATITIS B TRANSMISSION IN HIGH-RISK INFANTS

Rationale:

A hepatitis B positive mother may transmit virus to her infant at birth. Infants are exposed to the
virus through contact with their mothers’ blood during delivery. Up to 90 percent of infants less
than 1 year of age who, in the absence of post-exposure prophylaxis, become infected with
hepatitis B at birth will become chronically infected with hepatitis B virus. As such, perinatal
transmission of hepatitis B among newborns is associated with significant morbidity and
mortality. These children are more likely to experience additional health complications such as
liver disease, cirrhosis, or hepatocellular carcinoma. For those infants who are not infected at
birth, they remain at risk due to long-term exposure and contact with their positive mothers.

The purpose of the Louisiana Perinatal Hepatitis B Prevention Program is to ensure that infants
born to hepatitis B-positive mothers are hepatitis B free after successful post-exposure
prophylaxis at delivery, vaccination with the complete 3-dose series, and post-vaccination
serologic testing.

Policy:

As part of the comprehensive strategy to eliminate hepatitis B virus transmission, it is
recommended that all women be tested for hepatitis B surface antigen (HBsAQ) during every
pregnancy in order to effectively identify newborns that require proper post-exposure
prophylaxis. Infants born to mothers who are HBsAg-positive or to mothers with unknown status
should receive hepatitis B immune globulin (HBIG) and the first dose of hepatitis B vaccine
within 12 hours of birth followed by the second dose at 2 months of age and the third dose at 6
months of age. Post-vaccination serologic testing should be completed to determine the vaccine
response of the infant. Testing should be completed no sooner than 9-12 months of age or 1-2
months after completion of the 3-dose series. The Louisiana Perinatal Hepatitis B Prevention
Program encourages all providers, especially obstetric and pediatric providers, to follow these
recommended guidelines.

Guidelines:

Screening and Reporting of HBsAg Status for All Pregnant Women

The Advisory Committee on Immunization Practices (ACIP), The American College of
Obstetrics and Gynecologists (ACOG), and The American Academy of Pediatrics (AAP)
recommend that all women be screened for HBsSAQ during every pregnancy. Testing should
be performed during the first prenatal visit or at the time of delivery if the woman’s status is
unknown/ undocumented. For all women who are at high risk for infection (more than one sex
partner in the last 6 months, recent history of STD, contact with chronically HBV infected
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persons, and/ or injection-drug use) testing should be repeated at the time of delivery regardless
of previous testing during the current pregnancy.

A. The standard screening test is NOT antibody to hepatitis B surface antigen (anti- HBs or
HBsAD), antibody to hepatitis B core antigen (anti-HBc or HBcAb), HBeAg, anti-HBe, or
HBV-DNA.

e Testing for hepatitis B should be completed regardless of whether or not the pregnant
woman has been previously vaccinated or tested and even if the pregnant woman has
previously been identified as being chronically infected with hepatitis B virus.

e If a pregnant woman is HBsAg-negative and is susceptible to hepatitis B virus infection
(i.e. has never been vaccinated or infected), this individual can and should be vaccinated
against hepatitis B during pregnancy (please reference CDC “Guidelines for VVaccinating
Pregnant Women” at http://www.cdc.gov/vaccines/pubs/preg-guide.htm or contact the
Immunization Program for additional information).

e If a pregnant HBsAg-positive woman is identified, it is required by The Sanitary Code for
the State of Louisiana (LAC 51:11 8105) that hepatitis B carriage during pregnancy be
reported to the state Immunization Program and/ or to Infectious Disease Epidemiology
within 1 business day.

o Immunization Program: Phone 504-568-2600, Fax 504-568-2659
o Infectious Disease Epidemiology: Phone 504-568-8313, 800-256-2748 (available
24/7), Fax 504-568-8290

A copy of the Immunization Perinatal Hepatitis B Surveillance Form can be found below.

e Please note that the requested information on the program surveillance form is required as
part of the disease reporting of the positive mother and is not considered a violation of the
confidential relationship between the practitioner and patient, as per the HIPAA Privacy
Rule 45 CFR 8 164.512(b)(1)(i).

e It is also recommended that pregnant HBsAg-positive women should be followed closely
by their physician and referred for possible follow-up testing if not previously completed.
o Pregnant HBsAg-positive women should also receive information on the

following:

- Modes of transmission

- Advice that they may breast feed their infants upon delivery

- Prevention of hepatitis B transmission to contacts, including the importance of post-
exposure prophylaxis for newborn infants and hepatitis B testing (HBsAg and anti-
HBs) and vaccination for household, sexual, and needle-sharing contacts

- Substance abuse treatment, if appropriate

- Medical evaluation and possible treatment of chronic hepatitis B.

o For interpretation of hepatitis B serologic results, please see the table below.
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e Maternal HBsAg status should be noted and flagged in the prenatal record in order to
ensure proper post-exposure prophylaxis for infant(s) upon delivery.

e Please note that as part of the new ACOG-endorsed guidance for prenatal HBsAg tests
available at commercial laboratories, pregnancy status should be included in laboratory
test reports sent to the health department. Commercial laboratories (ARUP Laboratories,
LabCorp, Mayo Medical Laboratories, and Quest Diagnostics) offer designated HBsAg
tests for pregnant women as a standalone assay and/or as part of the prenatal/ obstetric
panel.

Interpretation of Hepatitis B Serologic Tests

Tests Results Interpretation
HBsAg Negativ
anti- e Susceptible
HBc Negativ
HBsAg Negativ
anti- e Immune due to hepatitis B vaccination
HBc Negativ
HBsAg Negativ
anti- e Immune due to natural infection
HBc Positive
HBsAg Positive
anti- Positive .
HBC Positive Acutely infected
IgM anti-HBc Negativ
HBsAg Positive
anti- Positive . i
HBC Negativ Chronically infected
IgM anti-HBc e
HBsAg Negativ Interpretation unclear; four possibilities:
anti- e 1. Resolved infection (most common)
HBc Positive 2. False-positive anti-HBc, thus
anti-HBs Negativ susceptible

e . “Low-level” chronic infection

. Resolving acute infection

Hepatitis B surface antigen (HBsAg): A protein on the surface of hepatitis B virus; it can be detected in high levels in serum during acute or
chronic hepatitis B virus infection. The presence of HBsAg indicates that the person is infectious. The body normally produces antibodies to
HBsAg as part of the normal immune response to infection.

Hepatitis B surface antibody (anti-HBs): The presence of anti-HBs is generally interpreted as indicating recovery and immunity from hepatitis
B virus infection. Anti-HBs also develops in a person who has been successfully vaccinated against hepatitis B.

Total hepatitis B core antibody (anti-HBc): Appears at the onset of symptoms in acute hepatitis B and persists for life. The presence of anti-
HBc indicates previous or ongoing infection with hepatitis B virus in an undefined time frame.

IgM antibody to hepatitis B core antigen (IgM anti-HBc): Positivity indicates recent infection with hepatitis B virus (<6 mos). Its presence
indicates acute infection.
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Tracking of Infants Born to HBsAg-Positive Women

e In addition to documenting maternal HBsAg status on the prenatal record, mother’s status
should also be documented on infant’s record.

e The Perinatal Hepatitis B Prevention Program (PHBPP) personnel work with OBGYN
providers, delivery hospital staff, and pediatric providers to ensure that infants born to
HBsAg-positive women are identified, followed, and receive the proper post-exposure
prophylaxis consisting of the administration of the following within 12 hours of birth:

o HBIG (0.5 mL)
o First dose of hepatitis B vaccine.
- The PHBPP maintains a registry of all infants born to HBsAg-positive women. The
program tracks and monitors infants throughout the completion of the 3-dose hepatitis
B vaccine series and the completion of post-vaccination serologic testing, in order to
ensure proper immunity to hepatitis B virus infection.

Vaccine Dosage, Administration, and Schedule for Infants Born to HBSAQ- Positive Women
The following immunization schedule is recommended by the Advisory Committee on
Immunization Practices (ACIP), the Centers of Disease Control and Prevention (CDC), the
American Academy of Pediatrics (AAP), and adopted by the Louisiana Office of Public Health
for all infants born to HBsAg-positive mothers and mothers of unknown status.
e HBIG (0.5 mL) and the first dose of hepatitis B vaccine should be administered in
alternate anterolateral thigh muscles within 12 hours of birth.

o There is a window of 7 days to administer HBIG if an infant born to an HBsSAg- positive
woman did not receive the dose of HBIG within 12 hours of delivery or before
discharge from the hospital. The infant should then receive HBIG within 7 days.

¢ The second dose should be administered at 1-2 months of age followed by the third dose
at 6 months of age. Infants may receive different formulations of the vaccine per
manufacturer recommendations (Recombivax HB, Engerix-B, and Pediarix). Please see
previous section on vaccine dosing and administration.

¢ Preterm infants weighing less than 2000 grams have a decreased response to the birth
dose of hepatitis B vaccine prior to 1 month of age.

o Administer the recommended post-exposure prophylaxis (HBIG and first dose of
hepatitis B vaccine) within 12 hours of birth.

o Repeat the first dose at 1 month of age to begin the complete 3-dose series, for a total
of 4 doses, and continue to follow the recommended vaccine schedule.

o The birth dose does not count as part of the complete 3-dose series.

e If interruption in vaccination occurs, the vaccine series does not need to be restarted.
e Please follow recommended schedule outlined in previous section for vaccination
interruption and delay.
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Post-Vaccination Serologic Testing (PVST) and Nonresponse

e Infants born to HBsAg-positive women or women of unknown HBsAg status should be
tested for HBsAg (hepatitis B surface antigen) and antibody to HBsAg (anti-HBs or
hepatitis B surface antibody) no sooner than 9-12 months of age or if vaccination has been
delayed 1 to 2 months after receiving the final dose of the hepatitis B vaccine series (if the
series is delayed).

o Testing should not be performed before 9 months of age in order to avoid detection of
passive anti-HBs from hepatitis B immune globulin administered at birth as well as to
maximize the detection of late hepatitis B infection.

o Low anti-HBs levels (<10 mIU/mL) is significantly associated with longer PVST
intervals after receipt of the final hepatitis B vaccine dose, therefore it is optimal to test
at 9-12 months of age.

o Those who test with anti-HBs levels >10 mIU/mL at 9 months of age or 1-2 months
after completing the vaccine series remain protected, even if the anti-HBs level
decrease to <10 mlU/mL, presumably due to persistent cellular immunity.

e Please note that testing for anti-HBc (hepatitis B core antibody) in infants born to
HBsAg-positive mothers is not recommended because passively acquired maternal anti-
HBc might be detected through 24 months of age.

e Infants who test HBsAg negative and anti-HBs positive (=10 mlU/mL) are considered
to be immune and to be protected from hepatitis B infection.

e Infants who test HBsAg negative (<10 mlU/mL) and anti-HBs negative did not
seroconvert and are not considered to be immune to the hepatitis B virus. It is
recommended that the infant repeat the 3-dose vaccine series according to the
recommended intervals and repeat serologic testing 1-2 months after the final dose of
vaccine.

e Infants who do not respond to revaccination (those who test anti-HBs negative and
HBsAg negative after an additional 3-dose vaccine series) should be considered
susceptible to hepatitis B infection. Mothers, families, and primary caretakers should be
counseled about the precautions to prevent hepatitis B infection.

e Infants who test HBsAg positive should receive appropriate follow-up and medical
management.

e For additional information on the interpretation of hepatitis B lab results, please contact
the Immunization Program.

Breastfeeding in Infants Born to HBsAg-Positive Women

e Infants born to HBsAg-positive women may breast feed beginning immediately after
birth. There is no risk associated with breastfeeding.
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Louisiana Department of Health and Hospitals
office of Public Health
PERINATAL HERATITIS B SURVEILLANCE FORK

DATE OF REFORT: f /

SECTIOM I: PREMATAL CARE

PART A: MOTHER INFORMATION CASEH
1. Last Name 2. First Mame:

3. Address 4. Address #2

4. City 5. Zip 6. Parish

7. Phone Alternate phone:

3. Age 9. DateofBirth _____ f 10: Primiary Language

11. Race [check):[ _ |White [ | Black [ |Asian/Pacific Islander [__ | Other
12. Ethnicity: || Hispanic [ | Mon-Hispanic
PART B: MEDICAL INFORMATION {Mother)

1. Prenatal Care Received? [ |Yes [ | Mo
Health Insurance Status: |:| Medicaid |:| Private Insurance |:|Dther

Clinic address: Clinic Phone:

1
2. Mame of Prenatal Care Provider:
3
4

Climic City: Clinic Fax/email address:

5. Collection Date of Hepatitis B Labwork: Date / ! Date 2 / !
PLEASE ATTACH A COPY OF THE PATIENT'S HEPATITIS B [AB RESULTS WITH THIS REPORT

6. Expected Date of Delivery: / /

7. Expected Hospital of Delivery:

SECTIOMN I:_DELIVERY HOSPITAL CARE

Part A: Mother Information
1. Pregnancy Outcome: [ | Live birth [ | Stillborn [ | Miscarriage [ | Pregnancy Terminated
2. Hospital of delivery

Part B: Infant Information

1. Last Name 2. First Name:

2. Date of Birth / /! 4. Birth Time: / am/pm [circle] 5. Birth Weight

6. Health Insurance Status at Birth: [ | Medicaid [ | Private [ | Other

7. Sex:[ | Female [ | Male

8. Date HBIG Administered: ! / 9. Time HBIG Given: f am/pm [circle)
10. 1¥* Dose Hep B vaccine date: ___ [/  §J  Time 1¥ HBVY dose: f_ am/pm (circie]
11. Mame of Pediatrician: Climic Phone:

12 Pediatrician Address: Clinic faxfemail address:
Plagse fax or mail form to: Louisigng Department of Health and Hospitals

Office of Public Heafth — immunizetion Program
Attn: Perinatal Hepatitis B Progrom

1450 Poydras 5t.; Ste 1935

PH: [504) 568-2600 FAX: [504) 565- 2659
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For Office Use Onily

Section Il INFANT'S VACCINE RECORD LINEKS 51152

Part A. Hepatitis B Vaccine

1. HBVW Series One:

HBY Dose 1: I /2. HBV Dose Z: ! f_ 3.HEV Dose 3: ! ! HBV Dose 4: ! f

2. HBV Series Two [explain):

HBEV Dose 1: /! /2. HBV Dose 2: ! f__ 3.HEV Dose 3: ! ! HBWY Dose 4: ! /!

Part B: Infant’s Post-Vaccination Testing - PVST (3 — 12 months of age)
Date Collected: ! /
HBsAg 1 PositivefReactive [ | Megative/Non-Reactive | Notdone

Hepatitis B Surface Antibody
or Anti HBs [ |Positive/Reactive [ ] Megative/Mon-Reactive [ | Not done
Total Anti-HBc, g5 DPusitivefReactive |:| MNegative/Non-Reactive |:| Mot done

Total Anti-HBc, Igh DPcsitiuejReactiue 1 Megative/Non-Reactive [ ] Mot done

Repeat PVST Testing (if needed) Date: i !

HBsAg [ ] Positive/Reactive |:| Megative/Mon-Reactive [ | Not done

Hepatitis B Surface Antibody or
Anti- HBs [ |Positive/Reactive [ ] Megative/Non-Reactive [ | Not done
Total Anti-HBc, 125 |:|Pusitivefﬂeactive 1 Megative/Non-Reactive [ ] Mot done

Total Anti-HBc, Igh DPcshiuejReactiue 1 Megative/Non-Reactive [ ] Mot done

SECTIOM IV CASE DISPOSITION
Date: ! |

Case Completed
Lost to Follow up/ unable to locate
MNon-compliance by parent/guardian
Transfer out of state

Creath of client

False (+) Mother

Susceptible — not immune after 1% HBY series
Mon-responder after second HEWV series
Infant (+] HBsAg - NNDSS Case #:

SECTION W

COMMENTS:

Rew. 5722



HEPATITIS B SURVEILLANCE AND FOLLOW-UP FORM

Please note that requested information on this surveillance form is required as part of the disease
reporting of the positive mother and is not considered a violation of the confidential relationship
between the practitioner and patient, as per the HIPAA Privacy Rule 45 CFR § 164.512(b)(1)(i).

SECTION I: Prenatal Care

Part A: Identifying Information — Mother
1-7.  Enter the patient’s name, mailing address, city, zip code and parish of residence, and
primary telephone number.
8-9.  Enter the patient’s age and date of birth.
10-12. Enter patient’s primary language if other than English.
Check the race and ethnicity of the patient. If the patient is neither Black, White, nor
Asian/Pacific Islander, enter the race of the patient in the space provided.

Part B: Medical Information — Mother

1. Check whether or not the patient received prenatal medical care during current or
most recent pregnancy.

2. Indicate the patient’s health insurance type.

3. If the patient received prenatal care, enter the name of the physician and/ or clinic
where the prenatal care is/ was received.

4. Enter the ten-digit prenatal clinic phone number and fax number.

5. Enter the date in which hepatitis B labs were collected from the patient during the

current pregnancy. Indicate the HBsAg lab result (Positive or Negative).
Please fax a copy of the patient’s hepatitis B labs (including the lab results for
HBsAg/ hepatitis B surface antigen) to the Immunization Program at (504) 568- 2600,
Attn: Hepatitis B Program Manager

6. Enter the date that the patient is expected to deliver.

7. Enter the name of the hospital where the patient is expected to deliver.

SECTION II: Delivery Hospital Care

Part A: Mother
1. Check the outcome of the patient’s pregnancy.
2. Enter the name of the hospital where the mother delivered her infant.

Part B: Infant
1-2.  Enter the infant’s first and last name (and middle name if available).
3-4.  Enter the date and time that the infant was born.
5. Enter the infant’s birth weight, either grams or pounds.
6-7.  Check the sex of the infant and the insurance type at the time of delivery.
8. Enter the date and time that the infant received the HBIG (hepatitis B immune
globulin).
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9. Enter the date and time that the infant received the first dose of hepatitis B

vaccine.
10-11. Enter the name, phone number, and fax number of the clinic where the infant is

expected to receive pediatric medical care.

SECTION 11l & SECTION IV: Infant’s Vaccine Record & Case Disposition

For office use only.
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POLICY ON HUMAN PAPILLOMAVIRUS (HPV) VACCINES
Policy:

Human papillomavirus (HPV) is the most common sexually-transmitted infection in the U.S. For
most women, the body’s defense system will clear the virus and infected women do not develop
health related problems. However, some HPV types can cause abnormal cells on the lining of the
cervix that years later can turn into cancer. Other HPV types can cause genital warts. There is one
vaccine that is licensed by FDA —Gardasil 9 (9vHPV, Merck). This protects against HPV Types
6,11,16,18, 31, 33, 45, 52, and 58. HPV vaccines are not protective against the diseases caused by
all HPV types and will not treat existing disease caused by HPV types contained in the vaccine.

Guidelines:

CDC recommends that routine HPV vaccination be initiated at age 11 or 12 years. The vaccination
series can be started beginning at age 9 years. HPV vaccination is also recommended through age
26, if not vaccinated when they were younger. The ACIP does not recommend routine vaccination
of all persons older than 26 years at this time. However, shared clinical decision making for HPV
is recommended for persons 27-45 years. The 9-valent HPV vaccine is approved by the FDA for
males and females ages 9-45 years. The HPV vaccine provides the most benefit when given
before a person is exposed to any HPV. In the OPH Parish Health Unit (PHU) setting for clients
aged 27-45 years, the decision to be vaccinated should be individually based on the clinical
judgement of the healthcare providers in the PHU with consideration of the patients’ vaccine
history, circumstances, preferences, and concerns, including the possibility of a new infection.

Vaccination Schedule and Dosage:

In October 2016, CDC recommended that 11 — 12 year-olds receive two doses of HPV vaccine at
least six months apart rather than the previously recommended three doses to protect against
cancers caused by human papillomavirus (HPV) infections. Teens and young adults who start the
series later, at ages 15 through 26 years will continue to need three doses of HPV vaccine to
protect against cancer-causing HPV infection.

HPV vaccines are given intramuscularly as a two injection series over a 6 month period for ages
9-14. The first dose should be administered at 11-12 years of age followed by a second dose at
least 6 months after the initial dose.

For ages 15-26 years the HPV vaccines are given intramuscularly as a three injection series over
a 6 month period. The first dose should be followed with a second dose 1 to 2 months after the
first dose. The third dose should be given 6 months after the first dose.

Note: If the vaccine scheduled is interrupted, the vaccine series does not need to be restarted. If
the series is interrupted after the first dose, the second dose should be given as soon as possible,
and the second and third doses should be separated by an interval of at least 12 weeks. If the
third dose is delayed, it should be given as soon as possible. If vaccination providers do not
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know the HPV product previously administered, 9vHPV can be administered. The vaccine is can be
administered at the same visit when other age appropriate vaccines are administered, such as Tdap,
MCV4, and the second dose of varicella vaccine. Each single-use vial or prefilled syringe is for
individual use only and should not be used for more than 1 individual. The full recommended dose
of the vaccine should be used as supplied; no dilution or reconstitution is necessary.

Special situations and administration of HPV vaccines:

1) Immunocompromised persons, as a result of disease or medications, may receive HPV
vaccines; however, the immune response to the vaccine might be less than that in persons
who are immunocompetent.

2) HPV vaccine is not recommended for use in pregnancy. The vaccine has not been causally
associated with adverse outcomes of pregnancy or adverse events to the developing fetus.
However, data on vaccination in pregnancy are limited. If a woman is found to be pregnant
after initiating the vaccination series, completion of the 3-dose regimen should be delayed
until after the completion of pregnancy. If a vaccine dose is administered during pregnancy,
there is no indication for intervention. Patients and providers can report an exposure to
HPV vaccine during pregnancy to the VVaccine Adverse Event Reporting System
(VAERS).

3) 9vHPV vaccination is recommended through age 26 years for men who have sex with men
and for immunocompromised persons (including those with HIV infection) who have not
been vaccinated previously or have not completed the 3-dose series.

9vHPV are contraindicated for those who are hypersensitive or have a severe allergic reaction to
a vaccine component or to yeast. The vaccine is also contraindicated in recipients who have had
an allergic reaction after getting a dose of the vaccine. The decision to administer or delay
vaccination because of a current or recent febrile illness depends largely on the severity of
symptoms and their etiology. Low-grade fever itself and mild upper respiratory infection are not
generally contraindications to vaccination.

Side effects with HPV vaccines have been shown to be generally well tolerated in women and
girls as young as 9 years of age. Syncope may follow vaccination with any vaccine resulting in
falling with injury, especially in adolescents and young adults, therefore vaccines should be
observed for approximately 15 minutes following the administration of HPV vaccine.

NOTE: Vaccination does not substitute for routine cervical cancer screening. Females who
receive HPV vaccine should be advised to continue cervical cancer screening. In addition, CDC
recommends correct and consistent condom use may have a protective effect on HPV acquisition,
reduce the risk for HPV-associated diseases, and mitigate the adverse consequences of infection
with HPV.
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Storage and Handling

HPV Vaccines must be stored refrigerated at 2 to 8°C (36 to 46°F) and should not be frozen.
Protect from light. HPV vaccine will be supplied through the VFC program as either a carton of
ten 0.5-mL single-dose vials or as 0.5-mL single-dose prefilled syringes in the package.

Vaccine Information Statement (VIS)

The Vaccine Information Statements (VIS) entitled “HPV Human Papillomavirus Vaccine -
What You Need To Know” and “HPV Vaccine Gardasil-9 - What You Need To Know” are
required to be provided to patients, guardians, or others with a need to know about the specific
HPV immunization administered. The VIS form is available at
http://www.cdc.gov/vaccines/hcp/vis/vis-statements/hpv-gardasil-9.html
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POLICY ON INFLUENZA VACCINE
Policy:

Influenza vaccination shall be given in the Louisiana Office of Public Health (OPH) clinics in
keeping with the ACIP and CDC recommendations. The OPH Immunization Program
recommends, in accordance with CDC, universal immunization for all individuals > 6 months of
age and older who do not have contraindications, in addition to those who are at high risk of
serious illness or death from influenza. VVaccination to prevent influenza is particularly important
for persons who are at increased risk for severe complications from influenza or at higher risk for
influenza-related outpatient, ED, or hospital visits. Secondly, vaccination is important for those
groups who typically serve as the “carrier” pool for influenza and tend to spread it to those at risk.
While LDH-OPH vaccine supply is limited, vaccination efforts should focus on the following
persons:

e all perons 6 months and older

e adults and children who have chronic pulmonary (including asthma) or cardiovascular
(except isolated hypertension), renal, hepatic, neurological, hematologic, or metabolic
disorders (including diabetes mellitus);

e persons who have immunosuppression (including immunosuppression caused by
medications or by HIV);

e women who are or will be pregnant during the influenza season;

e children and adolescents (aged 6 months-18 years) who are receiving long-term aspirin
therapy and who might be at risk for experiencing Reye syndrome after influenza virus
infection;

e residents of nursing homes and other long-term care facilities;

e American Indians/Alaska Natives;

e persons who are morbidly obese (BMI >40).

Continued emphasis should be placed on vaccination of healthy persons who live with or care for
persons at higher risk for influenza-related complications. Vaccination efforts should focus on
delivering vaccination to persons at higher risk for influenza-related complications as well as
these persons:

e HCP;

¢ household contacts (including children) and caregivers of children aged <59 months (i.e.,
aged <5 years) and adults aged >50 years; and

e household contacts (including children) and caregivers of persons with medical
conditions that put them at higher risk for severe complications from influenza.

Groups potentially capable of nosocomial transmission of influenza to high risk persons (e.g.
physicians, nurses and other persons who have extensive contact with high risk patients), and the
general population are encouraged to see their own physicians for influenza vaccinations. While
CDC does recommend influenza vaccination for all individuals, limited supplies of vaccine and
lack of public funding preclude OPH from serving all population groups as listed. Groups not
served by OPH should be encouraged to seek vaccination in their community, at their own
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physician or community pharmacies across the State.

Because influenza viruses continually evolve and mutate, the influenza vaccine is different each
year and is developed according to the predicted strain that will be prevalent during the season.
Each year’s influenza vaccine contains three virus strains (usually two type A and one type B)
representing the influenza viruses that are likely to circulate in the United States in the upcoming
winter. Quadrivalent influenza vaccines have been developed to include a second B strain for
inclusion in the trivalent influenza vaccine to increase the likelihood of adequate protection
against circulating influenza B strains. Please see the following changes to the various influenza
vaccine formulations and denotation:

The former abbreviation TIV (Trivalent Inactivated Influenza Vaccine, previously used for
inactivated influenza vaccines) has been replaced with the new abbreviation 11V (Inactivated
Influenza Vaccine).

e |1V/s as a class will include:

o egg-based and cell culture-based trivalent inactivated influenza vaccines (11VV3), and
o egg-based quadrivalent inactivated influenza vaccine (11V4).

¢ RIV3 refers to recombinant hemagglutinin influenza vaccine, available as a trivalent
formulation (RIV3);

IV and RIV denote vaccine categories; numeric suffix specifies the number of antigens in the
vaccine.

For the 2023-2024 flu season, providers may choose to administer any licensed, age-appropriate
influenza vaccine (11V, RIV4, or LAIV4). LAIV4 is an option for those whom it is otherwise
appropriate. No preference is expressed for any influenza vaccine product. ACIP will continue to
review date concerning the effectiveness of LAIV4 as they become available.

Do not administer LAIV4 to the following groups:

e Persons aged <2 years or >49 years;

e Persons with contraindications listed in the package insert:

e Children aged 2 through 17 years who are receiving aspirin or aspirin-containing
products;

¢ Persons who have experienced severe allergic reactions to the vaccine or any of its
components, or to a previous dose of any influenza vaccine;

e Pregnant women;

e Immunocompromised persons;

¢ Persons with a history of egg allergy; please refer to the egg allergy recommendations on page
141
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e Children aged 2 through 4 years who have asthma or who have had a wheezing episode noted
in the medical record within the past 12 months, or for whom parents report that a health care
provider stated that they had wheezing or asthma within the last 12 months;

e Persons who have taken influenza antiviral medications within the previous 48 hours;

e In addition to the groups for whom LAIV4 is not recommended above, the "Warnings and
Precautions” section of the LAIV4 package insert indicates that persons of any age with
asthma might be at increased risk for wheezing after administration of LAIV4. The package
insert also notes that the safety of LAIV4 in persons with other underlying medical
conditions that might predispose them to complications after wild-type influenza virus
infection (e.g., chronic pulmonary, cardiovascular [except isolated hypertension], renal,
hepatic, neurologic, hematologic, or metabolic disorders [including diabetes mellitus]), has
not been established. These conditions, in addition to asthma in persons aged >5 years,
should be considered precautions for the use of LAIV4; and

e Persons who care for severely immunosuppressed persons who require a protective
environment should not receive LAIV4, or should avoid contact with such persons for 7 days
after receipt, given the theoretical risk for transmission of the live attenuated vaccine virus to
close contacts.

Recommended dosing by patient age and formulation:

For 2023-2024, ACIP recommends that children aged 6 months through 8 years who have
previously received >2 total doses of trivalent or quadrivalent influenza vaccine at least 4 weeks
apart before July 1, 2023, require only one dose for 2023-2024. The two previous doses need not
have been given during the same season or consecutive seasons. Children in this age group who
have not previously received a total of >2 doses of trivalent or quadrivalent influenza vaccine
before July 1, 2023 require 2 doses for 2023-2024. The interval between the 2 doses should be at
least 4 weeks.
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See figure 0

n dosing algorithm:

Yes

Did the child receive = 2 doses of
trivalent or quadrivalent influenza vaccine before July 1, 20237

(Doses need not have been received during
same or consecutive seasons)

Mo or unknown

2 doses of
2023_24! t:luseuf . 2023-24 influenza vaccine
IHHENES MEEENE (administered =4 weeks apart)

Recommendation regarding influenza vaccination of persons who report allergy to eggs

- ACIP, 202

Persons with a history of egg allergy who have experienced only hives after exposure to egg
should receive influenza vaccine. Any licensed, recommended, and age-appropriate influenza
vaccine (i.e., any 11V, RIV4, or LAIVA4) that is otherwise appropriate for the recipient’s health

status may

e Vaccine should be administered by a healthcare provider who is familiar with the

3-2024 influenza season.

be used.

potential manifestations of egg allergy;

¢ Vaccine recipients should be observed for at least 15 minutes for signs of a reaction after

administration of each vaccine dose;

¢ Regardless of allergy history, all vaccines should be administered in settings in which
personnel and equipment for rapid recognition and treatment of anaphylaxis are

available;

e Persons who are able to eat lightly cooked egg (e.g., scrambled egg) without reaction are

unlikely to be allergic. Egg-allergic persons might tolerate egg in baked products (e.g., bread
or cake). Tolerance to egg-containing foods does not exclude the possibility of egg allergy.

Egg allergy can be confirmed by a consistent medical history of adverse reactions to eggs
and egg-containing foods, plus skin and/or blood testing for immunoglobulin E directed

against egg proteins;

o A previous severe allergic reaction to influenza vaccine, regardless of the component
suspected of being responsible for the reaction, is a contraindication to future receipt of

the vaccine.

Persons who report having had reactions to egg involving such symptoms as angioedema,

respiratory distress, lightheadedness, or recurrent emesis; or who required epinephrine or another
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emergency medical intervention may similarly receive any licensed, recommended, and age-
appropriate influenza vaccine (i.e., any 11V, RIV4, or LAIV4) that is otherwise appropriate for
their health status.

2023-2024 Influenza Vaccines for different age groups:

g HA (lIV4s and RIV4) or Mercury
virus count (LAIV4) for (from thimerosal,
Trade name each vaccine virus if present)
(manufacturer) Presentation Age indication (per dose) Route pg/0.5 mL
1IV4 (standard-dose, egg-based vaccines?)
Afluria Quadrivalent 0.5-mL PFSS =3 yrs¥ 15 pg/0.5 mL IM¥® —
(Segirus) 5.0-mL MDV® =6 mos’ (needle and syringe) 7.5 1g/0.25 mL m* 245
18 through 64 yrs (jet injector) 15 ug/0.5 mL
Fluarix Quadrivalent 0.5-mL PFS =6 mos 15 ug/0.5 mL IM¥ —
(GlaxoSmithKline)
FluLaval Quadrivalent 0.5-mL PFS =6 mos 15 ug/0.5 mL m* —
(GlaxoSmithKline)
Fluzone Quadrivalent 0.5-mL PFSH =6 mostt 15 pg/0.5 mL IM® —
{Sanofi Pasteur) 0.5-mL SDV't =6mos't 15 ug/0.5 mL Im® —
5.0-mL MDV' =6 mos't 7.5ug/0.25mL IM? 250
15 ug/0.5 mL
ccllV4 (standard-dose, cell culture-based vaccine)
Flucelvax Quadrivalent 0.5-mL PFS =6 mos 15 ug/0.5 mL M -
(Seqirus) 5.0-mL MDV =6 mos 15 pg/0.5 mL IM® 250
HD-1IV4 (high-dose, egg-based vaccine')
Fluzone High-Dose Quadrivalent 0.7-mLPFS =65yrs 60 ug/0.7 mL IM¥® —-
(Sanofi Pasteur)
allV4 (standard-dose, egg-based vaccine® with MF59 adjuvant)
Fluad Quadrivalent 0.5-mL PFS =65 yrs 15 ug/0.5 mL MY —_
(Seqirus)
RIV4 (recombinant HA vaccine)
Flublok Quadrivalent 0.5-mL PFS =18yrs 45 pug/0.5 mL Mt —
(Sanofi Pasteur)
LAIV4 (egg-based vaccine®)
FluMist Quadrivalent 0.2-mL prefilled single-use 2 through 49 yrs 105575 fluorescent focus  NAS —
(AstraZeneca) intranasal sprayer units/0.2 mL

For table footnotes and more information on influenza, see MMWR,; August 25, 2023/72(2);1- 28
or at https://www.cdc.gov/mmwr/volumes/72/rr/pdfs/rr7202al-H.pdf

Vaccination and health care providers should check CDC’s influenza website periodically for
additional information https://www.cdc.gov/flu/professionals/index.htm
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POLICY ON MEASLES VACCINATION
Policy:

1. A dose of measles (MMR) vaccine shall be given in OPH clinics to children 12 months of age
and older followed by a booster dose at least a month apart. The MMR second dose should be
routinely administered at 4 to 6 years of age, prior to school entry. The second dose may be
given at any time 4 weeks or more after the first dose. Any MMR dose given after the first
birthday and at least 4 weeks after the first dose can be counted as a valid second dose. Second
doses should be given to older children who have not had one. The adolescent visit at 11 or 12
years of age should be used as a check point, to make sure that no child enters young adulthood
without two doses of MMR.

2. Measles (MMR) vaccine shall not be given to women who are pregnant, state that they may be
pregnant, or state that they intend to become pregnant within 3 months after being immunized.

3. Measles vaccine (MMR) shall not be given to persons who have had anaphylactic reactions to
neomycin.

4. Measles (MMR) vaccine shall not be given to persons with diseases causing immune
deficiency (including cancer) or persons receiving therapy (radiation, drugs) causing
suppression of the immune mechanisms of the body. Measles vaccine may be given to
asymptomatic HIV-infected individuals but should not be given to those who have severe
immuno-suppression as evidenced by opportunistic infections or low CD-4 count (symptomatic
AIDS).

A. A "routine” tuberculosis skin test is not required prior to measles immunization. If a TB skin
test is needed as part of general care, it should be given simultaneously with the MMR or
one month after the MMR.

B. A second dose of measles (MMR) vaccine is required for certain persons to comply with the
school immunization law as outlined in the attached protocol. A second dose is required prior
to school entry and is also required for admission to schools of higher learning.

C. Measles (MMR) vaccine may be given to children as young as 6 months under certain
circumstances (outbreaks, international travel) but this can be done only after approval is
obtained from the OPH Medical Consultants.

D. Measles (MMR) vaccine may be given to household contacts of persons with altered
immunity or immune deficiency.

E. Combined MMR/Varicella (ProQuad) vaccine shall be used in accordance to the policies
stated above for MMR use. At least 1 month should elapse between a dose of MMR and a
dose of ProQuad. NOTE: ProQuad is indicated only for use in children 12 months to 12
years of age.
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Rationale:

For more information on the prevention of Measles see MMWR 1989; 38(S-9): 1-13) or
www.cdc.gov/immwr/preview/mmwrhtmI/00041753.htm on the internet.
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POLICY ON MENINGOCOCCAL (Group A, C, Y and W-135) VACCINATION
Policy:

Two quadrivalent conjugate meningococcal vaccines (MCV4), MenactraTM, manufactured by
Sanofi Pasteur and and (Menveo), MenACWY -CRM, manufactured by Novartis Vaccines and
Diagnostics were approved for persons 2 through 55 years of age and licensed by the Food and
Drug Administration. Both quadrivalent conjugate vaccines provide protection to the same four
serogroups- A, C, Y, and W-135, as the previously licensed polysaccharide vaccine,
MenomuneTM (MPSV4). As conjugate vaccines, both MCV4 and Menveo are expected to
provide better and longer lasting protection than MPSV4, as well as a reduction in nasopharyngeal
carriage of the vaccine serotypes.

The Advisory Committee on Immunization practices (ACIP) has issued recommendations for
meningococcal conjugate vaccine (MCV4 and Menveo) for all adolescents aged 11-18 years old.
Only medically high risk children should receive MCV4 prior to age 11 years.

Other populations at increased risk for meningococcal disease for which routine vaccination
include:

¢ Persons with functional or anatomic asplenia;

e Persons with persistent complement component deficiency; HIV
infection;

¢ Microbiologists who are exposed routinely to isolates of N. meningitidis;
Military recruits;

e Persons who travel to, or reside in, countries in which N. meningitidis is epidemic or
hyperendemic; and

e College freshmen living in dormitories.

MenACWY-CRM or MCV4 may be used in persons aged 2 - 55 years, and are preferred to
quadrivalent meningococcal polysaccharide vaccine (MPSV4). High risk persons aged 2--10 years
who are recommended to receive a meningococcal vaccine should receive MCV4 or MenACWY -
CRM, and persons aged >55 years should receive MPSV4. MPSV4 may continue to be used for
persons 11-55 years if quadrivalent meningococcal conjugate vaccines are not available. MPSV4
(MENOMUNE) is not a VFC available vaccine. High risk children that have received
meningococcal vaccine prior to 11 years of age should be re-vaccinated. Administer quadrivalent
meningococcal conjugate vaccines to persons less than 11 years of age who received MPSV4 > 3
years previously and remain at increased risk for meningococcal disease.

Re-vaccination with MCV vaccine has been recommended for persons aged 11 through 18 years
of age and certain risk groups including persistent complement component deficiency, anatomic
or functional asplenia, and persons with HIV infection. According to the LA School
Immunization Law, all 11 or 12 year old children must be vaccinated with meningococcal
conjugate vaccine as part of the adolescent immunization schedule. Adolescents at age 11 or 12
years should routinely receive the first MCV vaccine dose followed by a booster dose at age 16
years. For adolescents who received the first MCV dose at age 13 through 15 years, a one-time
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booster dose should be administered preferably at age 16 through 18 years. Revaccination does
not apply to persons who previously received a primary dose of MCV vaccine on or after 16
years of age. Vaccination of persons in the select risk groups aged 2 through 55 years of age
should receive a 2-dose MCV primary series administered two months apart followed by a
booster dose every 5 years. Adolescents aged 11- 18 years with HIV infection should be
routinely vaccinated with a 2-dose primary series. Children vaccinated prior to 11 years of age
that do not meet the high risk criteria will need to be re-vaccinated with MCV when the child
becomes 11- 12 years of age. The minimal interval between doses of MCV vaccine is 8 weeks.
All other persons at increased risk for meningococcal disease (e.g., microbiologists or travelers
to an epidemic or highly endemic country) should receive a single dose.

ADMINISTRATION:
Quadrivalent meningococcal conjugate vaccines (MCV4 or Menveo) should be administered as a
single 0.5 ml injection intramuscular route, preferably in the deltoid region and can routinely be

given with other scheduled vaccines including MenB, Varicella, IPV, Td, MMR, HBV, and
Influenza.
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POLICY ON MENINGOCOCCAL DISEASE (MenB) SEROGROUP B VACCINATION
Policy:

Meningococcal group B disease (MenB) is a bacterial infection that is one of five of the primary
forms of the bacteria that cause meningococcal disease in adolescents and young adults in the
US. It is a rare but serious bacterial infection. On average, the disease is fatal for one in ten
persons who develop meningococcal group B disease.

The new MenB vaccine is not a replacement for the ACIP recommended and Louisiana school
required MCV4 vaccination. MCV4 protects against meningococcal groups A, C, Y and W-135.
The new MenB vaccine protects against serogroup B meningococcal disease. Vaccination with
MCV4 should continue as usual. MenB and MCV4 may be administered with other vaccines
indicated for this age, but at a different anatomic site, if feasible.

The Advisory Committee on Immunization Practices (ACIP) recommends the routine use of
Meningococcal B vaccines among certain groups of persons aged > 10 years who are at increased
risk for serogroup B meningococcal disease. Individuals at risk include:

e Individuals with persistent complement component deficiencies;

e Individuals with anatomic or functional asplenia, including sickle cell disease; and

e Individuals identified to be at increased risk because of a serogroup B meningococcal disease
outbreak.

ACIP states “decisions to vaccinate adolescents and young adults aged 16 through 23 years of age
against serogroup B meningococcal disease should be made at the discretion of the administrating
provider”. While the ACIP guidance is for individuals 16 through 23 years of age, the MenB
vaccine offered by the VFC Program may be administered to eligible individuals 16 through 18
years of age only.

MenB vaccine is available as a 2-dose series of Men B-4C (Bexsero by Novartis) or Men B-

FHbp (Trumenba by Pfizer). The same vaccine product must be used for all doses in the series.
PHUs will provide the Men B-4C vaccine, Bexsero by Novartis.
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POLICY ON MUMPS VACCINATION
Policy:

1. One dose of mumps (MMR) vaccine shall be given in OPH clinics to children 12 months of
age and older followed by a booster dose at least a month apart. The MMR second dose
should be routinely administered at 4 to 6 years of age, prior to school entry. The second dose
may be given at any time 4 weeks or more after the first dose. Any MMR dose given after the
first birthday and at least 4 weeks after the first dose can be counted as a valid second dose.
Second doses should be given to older children who have not had one. The adolescent visit at
11 or 12 years of age should be used as a check point, to make sure that no child enters young
adulthood without two doses of MMR.

2. Mumps vaccine shall not be given in OPH clinics to females who are pregnant or suspect that
they are pregnant, or who state they intend to become pregnant within 3 months after being
immunized.

3. Mumps (MMR) vaccine shall not be given in OPH clinics to persons with a history of
anaphylactic reactions to neomycin (see measles protocol).

4. Mumps (MMR) vaccine shall not be given in OPH clinics to persons who have diseases that
cause immune deficiency (including cancer) or are receiving therapy (drugs or radiation) that
suppress its immune system. Mumps vaccine may be given to asymptomatic HIV-infected
individuals but should not be given to those who have severe immuno-suppression as
evidenced by opportunistic infections or low CD-4 count (symptomatic AIDS).

5. Mumps (MMR) vaccine may be given to household contacts of persons with altered
immunity.

6. Children needing only mumps vaccine may be safely immunized with MMR.
Rationale:

For more information on Mumps prevention see MMWR 1989; 38(22): 388-392, 397-400) or
www.cdc.gov/mmwr/preview/mmwrhtmli/00001404.htm on the internet.
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POLICY ON PNEUMOCOCCAL CONJUGATE VACCINE (PCV)

Policy:

« The Office of Public Health Immunization Program follows recommendations from the
Advisory Committee on Immunization Practices (ACIP) of the U.S. Public Health Service to
immunize children at least six weeks of age through 59 months old with Pneumococcal
Conjugate Vaccine (PCV) and for children 60-71 months with underlying medical conditions
that increase their risk for pneumococcal disease or complications.

 Use of either pneumococcal conjugate vaccines (PCV) PCV15 or PCV20 is recommended for
all children aged 2—-23 months according to currently recommended PCV dosing and schedules.

« For children with an incomplete PCV vaccination status, use of either PCV15 or PCV20
according to currently recommended PCV dosing and schedules is recommended for:

o Healthy children aged 24-59 months
o Children with specified health conditions®® aged 24 through 71 months
« For children aged 2-18 years with any risk condition who have received all recommended
doses of PCV before age 6 years
o Using >1 dose(s) of PCV20: No additional doses of any pneumococcal vaccine are
indicated. This recommendation may be updated as additional data become available.
o Using PCV13 or PCV15 (no PCV20): A dose of PCVV20 or PPSV23 using previously
recommended dosing and schedules is recommended.

« For children aged 6-18 years with any risk condition who have not received any dose of
PCV13, PCV15, or PCV20, a single dose of PCV15 or PCV20 is recommended. When PCV15
is used, it should be followed by a dose of PPSV23 at least 8 weeks later if not previously
given.

DImportant context in clinical considerations: In general, unless there are specific reasons to
believe they were not vaccinated, most adults who were born and raised in the United States can
assume they were vaccinated against polio as children.

@Risk conditions include: cerebrospinal fluid leak; chronic heart disease; chronic kidney disease
(excluding maintenance dialysis and nephrotic syndrome, which are included in
immunocompromising conditions); chronic liver disease; chronic lung disease (including moderate
persistent or severe persistent asthma); cochlear implant; diabetes mellitus; immunocompromising
conditions (on maintenance dialysis or with nephrotic syndrome; congenital or acquired asplenia or
splenic dysfunction; congenital or acquired immunodeficiencies; diseases and conditions treated with
immunosuppressive drugs or radiation therapy, including malignant neoplasms, leukemias,
lymphomas, Hodgkin disease, and solid organ transplant; HIV infection; and sickle cell disease and
other hemoglobinopathies).

These recommendations were adopted by the CDC Director on June 27, 2023 and are official.

Table 1. Recommended schedules for administering doses of PCV15 or PCV20 to children

< 24 months of age by PCV vaccination history and age
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Age at Vaccination history: total number of | Recommended PCV15 or PCV20
examination PCV13 and/or PCV15 doses Regimenl
(mos) received previously
2 through 6 0 doses 3 doses, 8 weeks apart; fourth
mos dose at age 12-15 mos
1 dose 2 doses, 8 weeks apart; fourth
dose at age 12-15 mos
2 doses 1 dose, 8 weeks after the most
recent dose; fourth dose at age 12-
15 mos
7 through 11 0 doses 2 doses, 8 weeks apart; third dose

mos

at 12-15 mos

1 or 2 doses before age 7 mo

1 dose at age 7-11 mos, with a
second dose at 12—15 mos, > 8
weeks later

12 through 23
mos

0 doses

2 doses, > 8 weeks apart

1 dose before age 12 mo

2 doses, > 8 weeks apart

1 dose at >12 mo

1 dose, > & weeks after the most
recent dose2

2 or 3 doses before age 12 mo

1 dose, > & weeks after the most
recent dose2
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4 doses of PCV13 or PCV 15 or 1 supplemental dose, > 8 weeks
other age- appropriate, complete after the most recent dose*
PCV13 or PCV15

Minimum interval between doses is 8 weeks except for children vaccinated at age <1 year, for
whom minimum interval between doses is 4 weeks.

No additional PCV15 or PCV20 doses are indicated for children 12 through 23 months of age
who have received 2 or 3 doses of PCV before age 12 months and at least 1 dose of PCV at age
12 months or older.

For children who have underlying medical conditions, a supplemental PCV dose is recommended
through 71 months of age. For list of conditions, see MMWR 2022;71(37);1174- 1181 or Table 3
below.

Table 2. Recommended schedules for administering doses of PCV15 or PCV20 to children
>24 months of age by PCV vaccination history and age

Age at examination Vaccination history: total Recommended PCV15 or
(mos) number of PCV13 and/or PCV20
PCV15 doses received Regimenl
Healthy children 24 Unvaccinated or any 1 dose, > 8 weeks after the
through 59 mos incomplete schedule most recent dose
4 doses of PCV13 or PCV15 1 supplemental dose, > 8
or other age- appropriate, weeks after the most recent
complete PCV schedule dose*
Children 24 through 71 Unvaccinated or any 2 doses, one > 8 weeks after
mos with underlying incomplete schedule of <3 the most recent dose and
medical conditions doses another dose > 8 weeks later
Any incomplete schedule of 3 1 dose, > 8 weeks after the
doses most recent dose
4 doses of PCV13 or PCV15 1 supplemental dose, > 8
or other age- appropriate weeks after the most recent
complete PCV schedule dose*

1 Minimum interval between doses is 8 weeks.

For children who have underlying medical conditions, a supplemental PCV15 or PCV20 dose is
recommended through 71 months of age. For list of conditions, see MMWR 2022;71(37);1174-
1181 or Table 3 below.
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Table 3. Underlying medical conditions that are indicators for pneumococcal vaccine
among children, by risk group, ACIP, US, 2022

Risk group

Condition

Immunocompetent children

Chronic heart disease*

Chronic lung diseasef

Diabetes mellitus

Cerebrospinal fluid leaks

Cochlear implant

Children with functional or anatomic
asplenia

Sickle cell disease and other
hemoglobinopathies

Congenital or acquired asplenia, or splenic
dysfunction

Children with immunocompromising
conditions

HIV infection

Chronic renal failure and nephrotic
syndrome

Diseases associated with treatment with
immunosuppressive drugs or radiation
therapy, including malignant neoplasms,
leukemias, lymphomas, and Hodgkin
disease; or solid organ transplantation

Congenital immunodeficiency§

* Particularly cyanotic congenital heart disease and cardiac failure.
+ Including asthma if treated with prolonged high-dose oral corticosteroids.

8 Includes B- (humoral) or T-lymphocyte deficiency; complement deficiencies, particularly C1,
C2, C3, and C4 deficiency; and phagocytic disorders (excluding chronic granulomatous

disease).

Vaccine information Statement;

The “Vaccine Information Statement (VIS)” entitled “Pneumococcal Conjugate Vaccine: What
you need to know” PCV (02/2022) must be provided to patients, parents, or guardians of

children being immunized with PCV.

Rationale:

For more information on Pneumococcal Conjugate Vaccine see MMWR 2022;71(37);1174-

1181 or https://www.cdc.gov/vaccines/vpd/pneumo/hcp/recommendations.html on the internet.
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POLICY ON PNEUMOCOCCAL POLYSACCHARIDE VACCINE (PPSV) AND
PNEUMOCOCCAL CONJUGATE VACCINE 20 (PCV20)

Policy:

Streptococcus pneumoniae (pneumococcus) remains a leading infectious cause of serious illness,
including bacteremia, meningitis, and pneumonia, among older adults in the United States. Use of
a 7-valent pneumococcal conjugate vaccine (PCV7) since 2000 and PCV13 since 2010 among
children in the United States has reduced pneumococcal infections directly and indirectly among
children, and indirectly among adults. By 2013, the incidence of invasive pneumococcal disease
(IPD) caused by serotypes unique to PCV13 among adults aged >65 years had declined by
approximately 50% compared with 2010, when PCV13 replaced PCV7 in the pediatric
immunization schedule. During February-October 2021, the ACIP reviewed the epidemiology of
pneumococcal disease and considerations for use of PCV15 and PCV20 in adults. Based on the
findings of immunogenicity, safety and cost-effectiveness studies, use of PCV20 alone or PCV15
in series with PPSV23 is expected to reduce the pneumococcal incidence in adults aged

> 65 years and in those aged 19-65 years with certain underlying conditions.

The presence of certain underlying medical conditions increases the risk for pneumococcal
disease and its complications. The risk for IPD is greatest among persons who have congenital or
acquired immunodeficiency, abnormal innate immune response, human immunodeficiency virus
(HIV) infection, or functional or anatomic asplenia (e.g., sickle cell disease or congenital or
surgical asplenia). Alaska Native children and children among certain American Indian
populations also have higher rates of IPD. Among Alaska Native and American Indian adults, the
majority of IPD cases occur in persons with underlying medical conditions or other risk factors
(e.g., heavy alcohol use or smoking) that are associated with increased risk for IPD in the general
population.

New CDC recommendations have been made for pneumococcal vaccines for all adults 65 years
or older. For those who have never received any pneumococcal vaccines, administer one dose of
PCV20 or 1 dose of PCV13 or PCV15 followed by a dose of the PPSV23 ideally > 12 months
later. NOTE: A minimum interval of 8 weeks can be considered for adults with
immunocompromising conditions, cochlear implant or CSF spinal fluids leak to minimize risk
for IPD caused by serotypes unique to PPSV23 in these vulnerable groups.

For adults aged 19 — 64 with certain underlying medical conditions or other risk factors who have
not previously received any PCV or is unknown, should receive one dose of PCV (either PCV 20 or
PCV15). When PCV15 is used, it should be followed by a dose of PPSV23 > 12 months later.

For any adult who has already received any doses of PPSV23, a dose of PCV (either PCV15 or
PCV 20) should be given at least 1 year after receipt of the last PPSV23 dose.

If the adult has already received a dose of PCV13 at a younger age, the benefits of providing
PCV15 or PCV20 to adults who received PCV13 only or both PCV13 and PPSV23 have not been
evaluated. These adults should complete the previously recommended PPSV23 series.

Guidelines

NOTE: PPSV and PCV vaccines are available for eligible, high risk individuals (uninsured,
underinsured whose insurance does not cover the particular antigen, Medicaid or
migrant/refugees) listed in this policy that attends the Office of Public Health clinics. All other

groups should be encouraged to see their primary care physicians for PPSV and PCV.
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Pneumococcal Polysaccharide Vaccine (PPSV) contains polysaccharide antigen from 23
types of pneumococcal bacteria that cause 88% of bacteremic pneumococcal disease.
Pneumococcal vaccine is indicated for:

1.

People 65 and older, people with special health problems such as heart and/or lung disease,
kidney failure, diabetes, Human Immunodeficiency Virus (HIV) infection, leukemia, lymphoma,
Hodgkin’s disease, multiple myeloma, generalized malignancy, chronic renal failure, or
nephrotic syndrome, those receiving immunosuppressive chemotherapy (including
corticosteroids), and those who received an organ or bone marrow transplant. In addition, ACIP
concluded that asthma is an independent risk factor for IPD and should be included in the group
of chronic pulmonary diseases (e.g., COPD and emphysema) that are indications for PCV20 or
PPSV23 and for adults who smoke cigarettes are at significantly increased risk for IPD and
recommended that persons aged 19--64 years who smoke cigarettes should receive a single dose
of PCV20 or PPSV23 and smoking cessation guidance.

. Persons aged two and older who have chronic illness, such as long term ilinesses that are

associated with high risk of getting pneumococcal infections or its complications,
specifically children whose spleens have been surgically removed, as well as those who have
sickle cell disease, or cerebral spinal fluid leaks. Also children with immunosuppression,
including asymptomatic or symptomatic HIV, should be vaccinated. (see Policy on
Pneumococcal Conjugate Vaccine (PCV) for additional at-risk groups for children, pg 153).

Presently there are two approved types of Pneumococcal Polysaccharide Vaccine (PPSV). They are
Pneumovax 23 by Merck & Co. and Pnu-Immune 23 by Lederle Laboratories. In 2021, 20-
valent pneumococcal conjugate vaccine (PCV20) (Wyeth Pharmaceuticals LLC, a subsidiary of
Pfizer Inc) was licensed by FDA for adults aged > 18 years. The vaccines may be administered
either intramuscularly or subcutaneously preferably in the deltoid muscle or lateral mid-thigh. A
needle length appropriate for the vaccine recipient’s age and size should be used.

Vaccination Schedule and Dosage

Persons with uncertain or unknown PPSV or PCV vaccination status should be vaccinated with
PCV20 alone or with PCv13 or PCv15 in series with PPSV23. Adults with specified
immunocompromising conditions who are eligible for pneumococcal vaccine should be vaccinated
with PCV20 alone or with PCV15 in series with PPSV23.

Simultaneous Vaccine Administration

PCV15, PCV20 or PPSV23 can be coadministered with QIV in an adult program. Currently no
data on available on coadministration with other vaccines (e.g., tetanus, diphtheria, acellular
pertussis vaccine, hepatitis B or zoster vaccine) among adults.

Vaccine Information Statement (VIS)

The Vaccine Information Statement (VIS) entitled “Pneumococcal Polysaccharide Vaccine What
you need to know” (10/2019) or Vaccine Information Statement (VIS) entitled “Pneumococcal
Conjugate Vaccine: What you need to know” PCV (02/2022) must be provided to patients,
guardians, or others with a need to know about the immunization.



Rationale:

For more information on PPSV23, see
https://www.cdc.gov/vaccines/vpd/pneumo/hcp/recommendations.html or go
to
https://www.cdc.gov/mmwr/volumes/71/wr/mm7137a3.htm?s_cid=mm7137a
3_w on the internet.



http://www.cdc.gov/vaccines/vpd/pneumo/hcp/recommendations.html
https://www.cdc.gov/mmwr/volumes/71/wr/mm7137a3.htm?s_cid=mm7137a3_w
https://www.cdc.gov/mmwr/volumes/71/wr/mm7137a3.htm?s_cid=mm7137a3_w

POLICY ON POLIOMYELITIS VACCINATION

Policy:

Polio vaccine (IPV) shall be given in OPH Clinics to children 2 months to 18 years of age in
accordance with the Louisiana Office of Public Health - Immunization Schedule as outlined
below.

IPV may be given in OPH clinics to women who are pregnant.

IPV may be given in OPH clinics to persons who have diseases that cause immune deficiency
including cancer and HIV infection or receiving therapy (radiation, drugs that cause immune

suppression).

IPV may be given to household contacts of persons with diseases that cause immune deficiency or
receiving therapy that cause immune suppression.

IPV shall be given according to the schedule given in the protocol section that follows.
Rationale:

For more information on Poliomyelitis prevention see MMWR 1997; 46(RR-3): 1-25 or
www.cdc.gov/mmwr/preview/mmwrhtml/00046568.htm on the internet.

Polio Schedules and Recommendation

The currently approved vaccine for childhood Polio vaccination is to use only Inactivated Polio
Vaccine (IPV) which minimizes the disadvantages and side effects of the live virus polio
vaccination given previously.

The advantage of using inactivated polio vaccine includes its lack of spread to others, which
protects immunodeficient household members from infection with the vaccine virus, and its
inability to cause paralytic disease, since there is no live virus in the vaccine. Disadvantages of
IPV are the lack of intestinal immunity, which can allow an individual to become an
asymptomatic carrier and the uncertainty about the need for later booster doses.

1. Schedule:

IPV schedule
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Dose Number Age of Child Minimum Interval
1 2 months 6 weeks of age

2 4 months 1 month

3 12 months 6 months

First booster A-6years | =

Subsequent boosters Unknown | -

2. Boosters

Booster doses may be necessary for the schedule which uses only IPV vaccine, but the need for
further booster doses has not yet been established.

3. Simultaneous Administration
IPV should be administered simultaneously with other routine childhood immunizations,
including DTaP, MMR, Hib, influenza, PCV20, Varicella, HAV, HBV and Rotavirus vaccine.
Two vaccinations may be given in the same thigh or extremity, if necessary, using different sites
of injection.

4. Non-Simultaneous Administration
Polio vaccine may be given simultaneously with other live virus vaccines, such as MMR or
Varicella, or at any time in relation to them. There is no need to wait for a specific interval
between doses of MMR or Varicella and polio if they are not given simultaneously.

5. Adult Immunization
If adults were to be vaccinated in special circumstances, IPV should be used.

Minimal Dosing Interval for IPV
The first dose of IPV may be given as early as 6 weeks of age. The minimum interval between

subsequent doses of polio vaccine is one month. See schedule tables above for other dose-
specific minimums.
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POLICY ON ADMINISTRATION OF RABIES VACCINATION
Policy:

The following information is provided for informational purposes only. Rabies vaccine and
products are not available through the Immunization Program and may require consultation with
the Infectious Disease Epidemiology Section and purchase through the State Pharmacy.

Rabies immunizing agents
Two types of rabies immunizing products are available in the United States.

1. Rabies vaccines induce an active immune response that includes the production of neutralizing
antibodies. This antibody response requires approximately 7-10 days to develop and usually
persists for greater than or equal to 2 years.

2. Rabies immune globulin (RIG) provides a rapid, passive immunity that persists for only a short
time (half-life of approximately 21 days). In all postexposure prophylaxis regimens, except for
persons previously immunized, both products should be used concurrently.

Vaccines Licensed for Use in the United States

Three cell culture rabies vaccines are licensed in the United States: human diploid cell vaccine
(HDCV, Imovax® Rabies, Sanofi Pasteur), purified chick embryo cell vaccine (PCECV,
RabAvert®, Novartis Vaccines and Diagnostics), and rabies vaccine adsorbed (RVA, Bioport
Corporation). Only HDCV and PCECYV are available for use in the United States. When used as
indicated, all three types of rabies vaccines are considered equally safe and efficacious. The
potency of one dose is greater than or equal to 2.5 international units (IU) per 1.0 mL of rabies
virus antigen, which is the World Health Organization recommended standard. A full 1.0-mL
dose can be used for both preexposure and postexposure prophylaxis. Rabies vaccines induce an
active immune response that includes the production of virus neutralizing antibodies. The active
antibody response requires approximately 7--10 days to develop, and detectable rabies virus
neutralizing antibodies generally persist for several years. A vaccination series is initiated and
completed usually with one vaccine product. No clinical trials were identified that document a
change in efficacy or the frequency of adverse reactions when the series is initiated with one
vaccine product and completed with another.

The passive administration of RIG is intended to provide an immediate supply of virus
neutralizing antibodies to bridge the gap until the production of active immunity in response to
vaccine administration. Use of RIG provides a rapid, passive immunity that persists for a short
time (half-life of approximately 21 days). Two antirabies immune globulin (IgG) formulations
prepared from hyperimmunized human donors are licensed and available for use in the United
States: HyperRab™ S/D (Talecris Biotherapeutics) and Imogam® Rabies-HT (Sanofi Pasteur).
In all postexposure prophylaxis regimens, except for persons previously vaccinated, HRIG
should be administered concurrently with the first dose of vaccine.
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Human Diploid Cell VVaccine (HDCV)

HDCV is prepared from the Pitman-Moore strain of rabies virus grown on MRC-5 human
diploid cell culture, concentrated by ultrafiltration, and inactivated with beta-propiolactone.
HDCV is formulated for intramuscular (IM) administration in a single-dose vial containing
lyophilized vaccine that is reconstituted in the vial with the accompanying diluent to a final
volume of 1.0 mL just before administration. One dose of reconstituted vaccine contains

<150 pug neomycin sulfate, <100 mg albumin, and 20 ug of phenol red indicator. It contains no
preservative or stabilizer.

Purified Chick Embryo Cell Vaccine (PCEC)

PCEC became available in the United States in 1997. It is prepared from the fixed rabies virus
strain Flury LEP grown in primary cultures of chicken fibroblasts. The virus is inactivated with
betapropiolactone and further processed by zonal centrifugation in a sucrose density gradient. It is
formulated for IM administration only. PCEC is available in a single-dose vial containing
lyophilized vaccine that is reconstituted in the vial with the accompanying diluent to a final
volume of 1.0 mL just before administration. One dose of reconstituted vaccine contains <12 mg
polygeline, <0.3 mg human serum albumin, 1 mg potassium glutamate, and 0.3 mg sodium
EDTA. No preservatives are added.

Rabies Immune Globulin Licensed for Use in the United States

The two RIG products, HyperRabTM S/D and Imogam Rabies-HT, are an antirabies
immunoglobulin (IgG) preparation concentrated by cold ethanol fractionation from plasma of
hyperimmunized human donors.

Rabies neutralizing antibody, standardized at a concentration of 150 1U per mL, is supplied in 2-
mL (300 IU) vials for pediatric use and 10-mL (1,500 1U) vials for adult use; the recommended
dose is 20 1U/kg body weight. Both RIG preparations are considered equally efficacious when
used.

These products are made from the plasma of hyperimmunized human donors that, in theory,
might contain infectious agents. Nevertheless, the risk that such products will transmit an
infectious agent has been reduced substantially by screening plasma donors for previous
exposure to certain viruses, by testing for the presence of certain current virus infections, and by
inactivating and/or removing certain viruses. No transmission of adventitious agents has been
documented after administration of HRIGs licensed in the United States.
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TABLE 1. Currently avallable rables blologics — Unlted States, 2008

Human rables Product
vaccine name Manufacturer Dose Route Indications
Human diploid Imovax® sanofi Pasteur fmL Intramuscular Pre-axposure or
ceoll vaccine Rables* Phone: 800-822.2463 p)sh:»xpu:-sur-)"
NVebsite: hitp./www vaccineplace.com/products/
Purified chick RabAven® Novartis Vaccines and Diagnostics tmL Intramuscular Pre-exposure of
embryo cell Phone: 800-244.7668 postexposure®
vaccine Website: Mip://www. rabavert.com
Rabies immune Imogam® sanofi pasteur 20 1UKg Locall Postexposure only
globulin Rabées-HT Phone: 800-822-2463
Website: http./www vaccineplace.com/products/
HyperRab™ Talecris Biotherapeutics 20 IUkg Locald Pasteexposure only
SD Bayer Blological Products

Phone: 800-243-4153
Website: hitp./‘www talecris-pl.info
* Imovax rables 1.D., administered intradermally, is no longer available in the United States,
1 For postaxposwe prophylaxis, the vaccine Is administered on days 0, 3, 7, 14 and 28 In patients who have not been praviously vaccinated and on days
0 and 3 in patients who have baen previously vaccinated. For pre-exposure prophylaxis, the vaccine is administered on days 0, 7 and 21 or 28,
§As much of the product as is anatomically feasibtie should be infiltrated Into and around the wound. Any remaining product should be administered
Intramuscularly in the delloid or quadriceps (at a location other than that used for vaccine inoculation 1o minimize potential interferencea)

Vaccine and immunoglobulin Availability

Vaccine and immunoglobulin are available in some large pharmacies and in LSU Medical Center
pharmacies.

Primary or Preexposure Vaccination

Preexposure prophylaxis is administered for several reasons. First, although pre-exposure
vaccination does not eliminate the need for additional therapy after a rabies exposure, it simplifies
therapy by eliminating the need for RIG and decreasing the number of doses of vaccine needed -- a
point of particular importance for persons at high risk for being exposed to rabies in areas where
immunizing products might not be available or where they might be at high risk for adverse
reactions. Second, pre- exposure prophylaxis might protect persons whose postexposure therapy is
delayed. Finally, it might provide protection to persons at risk for inapparent exposures to rabies.

Preexposure vaccination should be offered to persons in high-risk groups, such as veterinarians and
their staff, animal handlers, rabies researchers, and certain laboratory workers. Preexposure
vaccination also should be considered for other persons whose activities bring them into frequent
contact with rabies virus or potentially rabid bats, raccoons, skunks, cats, dogs, or other species at
risk for having rabies. In addition, international travelers might be candidates for preexposure
vaccination if they are likely to come in contact with animals in areas where dog rabies is enzootic
and immediate access to appropriate medical care, including biologics, might be limited. Routine
preexposure prophylaxis for the general U.S. population or routine travelers to areas where rabies is
not enzootic is not recommended.

Primary Vaccination

Three 1.0-mL injections of HDCV or PCEC should be administered intramuscularly (deltoid area) --
one injection per day on days 0, 7, and 21 or 28. Vaccine preparations for ID administration are no
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longer available in the United States.

Preexposure Booster Doses of Vaccine

Persons who work with rabies virus in research laboratories or vaccine production facilities
(continuous risk category are at the highest risk for inapparent exposures. Such persons should
have a serum sample tested for rabies antibody every 6 months. An IM booster dose of vaccine
should be administered to maintain a serum titer corresponding to at least complete
neutralization at a 1:5 serum dilution by the RFFIT. The frequent-risk category includes other
laboratory workers (e.g., those performing rabies diagnostic testing), spelunkers, veterinarians
and staff, and animal-control and wildlife officers in areas where animal rabies is enzootic.
Persons in this group should have a serum sample tested for rabies antibody every 2 years; if the
titer is less than complete neutralization at a 1:5 serum dilution by the RFFIT, the person also
should receive a single booster dose of vaccine. Veterinarians, veterinary students, and animal-
control and wildlife officers working in areas where rabies is uncommon (infrequent exposure
group) and certain at-risk international travelers who have completed a full pre-exposure
vaccination series with licensed vaccines and according to schedule do not require serologic
verification of detectable antibody titers or routine preexposure booster doses of vaccine. If they
are exposed to rabies in the future, they are considered immunologically primed against rabies and
simply require postexposure prophylaxis for a person previously vaccinated (i.e., days 0 and 3
vaccination).

For postexposure prophylaxis for previously vaccinated persons, administration of RIG is
unnecessary and should not be administered to previously vaccinated persons because the
administration of passive antibody might inhibit the relative strength or rapidity of an expected
anamnestic response. For previously vaccinated persons who are exposed to rabies, determining
the rabies virus neutralizing antibody titer for decision-making about prophylaxis is inappropriate
for at least three reasons. First, several days will be required to collect the serum and determine
the test result. Second, no "protective™ titer is known. Finally, although rabies virus neutralizing
antibodies are important components, other immune effectors also are operative in disease
prevention.

Postexposure Management

Postexposure antirabies vaccination should always include administration of both passive
antibody and vaccine, with the exception of persons who have ever previously received complete
vaccination regimens (pre-exposure or postexposure) with a cell culture vaccine or persons who
have been vaccinated with other types of vaccines and have previously had a documented rabies
virus neutralizing antibody titer. These persons should receive only vaccine (i.e., postexposure for
a person previously vaccinated). The combination of HRIG and vaccine is recommended for both
bite and nonbite exposures reported by persons who have never been previously vaccinated for
rabies, regardless of the interval between exposure and initiation of prophylaxis. If postexposure
prophylaxis has been initiated and appropriate laboratory diagnostic testing (i.e., the direct
fluorescent antibody test) indicates that the exposing animal was not rabid, postexposure
prophylaxis can be discontinued.
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Rabies 1gG Use. HRIG is administered only once (i.e., at the beginning of antirabies prophylaxis)
to previously unvaccinated persons to provide immediate, passive, rabies virus- neutralizing
antibody coverage until the patient responds to HDCV or PCECYV by actively producing
antibodies. If HRIG was not administered when vaccination was begun (i.e., day 0), it can be
administered up to and including day 7 of the postexposure prophylaxis series. Beyond the
seventh day, HRIG is not indicated because an antibody response to cell culture vaccine is
presumed to have occurred. Because HRIG can partially suppress active production of antibody,
the dose administered should not exceed the recommended dose. The recommended dose of
HRIG is 20 1U/kg (0.133 mL/kg) body weight. This formula is applicable to all age groups,
including children. If anatomically feasible, the full dose of HRIG should be thoroughly
infiltrated in the area around and into the wounds. Any remaining volume should be injected IM
at a site distant from vaccine administration. This recommendation for HRIG administration is
based on reports of rare failures of postexposure prophylaxis when less than the full amount of
HRIG was infiltrated at the exposure sites. HRIG should never be administered in the same
syringe or in the same anatomical site as the first vaccine dose. However, subsequent doses of
vaccine in the 5-dose series can be administered in the same anatomic location where the HRIG
dose was administered, if this is the preferable site for vaccine administration (i.e., deltoid for
adults or anterolateral thigh for infants and small children).

Vaccine Use

Two rabies vaccines are available for use in the United States; either can be administered in
conjunction with HRIG at the beginning of postexposure prophylaxis. A regimen of 5 one-mL
doses of HDCV or PCECV should be administered IM to previously unvaccinated persons. The
first dose of the 5-dose course should be administered as soon as possible after exposure. This
date is then considered day O of the postexposure prophylaxis series. Additional doses should then
be administered on days 3, 7, 14, and 28 after the first vaccination. For adults, the vaccination
should always be administered IM in the deltoid area. For children, the anterolateral aspect of the
thigh is also acceptable. The gluteal area should never be used for HDCV or PCECYV injections
because administration of HDCV in this area results in lower neutralizing antibody titers.

Deviations from Recommended Postexposure VVaccination Schedules

Every attempt should be made to adhere to the recommended vaccination schedules. Once
vaccination is initiated, delays of a few days for individual doses are unimportant, but the effect of
longer lapses of weeks or more is unknown. Most interruptions in the vaccine schedule do not
require reinitiating of the entire series. For most minor deviations from the schedule, vaccination
can be resumed as though the patient were on schedule. For example, if a patient misses the dose
scheduled for day 7 and presents for vaccination on day 10, the day 7 dose should be administered
that day and the schedule resumed, maintaining the same interval between doses. In this scenario,
the remaining doses would be administered on days 17 and 31. When substantial deviations from
the schedule occur, immune status should be assessed by performing serologic testing 7--14 days
after administration of the final dose in the series.
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Management and Reporting of Adverse Reactions to Rabies Biologics

Once initiated, rabies prophylaxis should not be interrupted or discontinued because of local or
mild systemic adverse reactions to rabies vaccine. Usually, such reactions can be successfully
managed with anti-inflammatory, antihistaminic, and antipyretic agents.

When a person with a history of hypersensitivity to rabies vaccine must be revaccinated, empiric
intervention such as pretreatment with antihistamines might be considered. Epinephrine should
be readily available to counteract anaphylactic reactions, and the person should be observed
carefully immediately after vaccination.

Although serious systemic, anaphylactic, or neuroparalytic reactions are rare during and after the
administration of rabies vaccines, such reactions pose a serious dilemma for the patient and the
attending physician. A patient's risk for acquiring rabies must be carefully considered before
deciding to discontinue vaccination. Advice and assistance on the management of serious adverse
reactions for persons receiving rabies vaccines can be sought from the state or local health
department or CDC.

All clinically significant adverse events occurring following administration of rabies vaccine
should be reported to VAERS, even if causal relation to vaccination is not certain. Although
VAERS is subject to limitations common to passive surveillance systems, including
underreporting and reporting bias, it is a valuable tool for characterizing the safety profile of
vaccines and identifying risk factors for rare serious adverse reactions to vaccines (94). VAERS
reporting forms and information are available at https://vaers.hhs.gov/reportevent.html

or by telephone (800-822-7967). Web-based reporting is available and health-care providers are
encouraged to report electronically at https://secure.vaers.org/VaersDataEntryintro.htm.
Clinically significant adverse events following HRIG administration should be reported to the
Food and Drug Administration's MedWatch. Reports can be submitted electronically to
http://www.fda.gov/MedWatch.
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POLICY ON LIVE, ORAL ROTAVIRUS VACCINATION
Policy:

Rotavirus is the leading cause of gastroenteritis and death worldwide among infants and young
children. Four prevalent serotypes which accounted for more than 80% of cases of human
rotavirus disease worldwide are G1P[8], G2P[4], G3P[8], and G4P[8]. A recent strategy to
prevent rotavirus was through vaccination which induced immunity against rotavirus
gastroenteritis. The first rotavirus vaccine licensed in 1998 was recommended for routine
immunization of infants in the United States. Shortly thereafter, an association between the use of
the vaccine and intestinal intussusception was recognized and the vaccine was voluntarily
withdrawn in October 1999.

Two rotavirus vaccines have been approved by the FDA. RotaTeq® (RV5) manufactured by
Merck & Co and licensed in 2006 is a live, oral pentavalent human-bovine (WC3) reassortant
rotavirus vaccine that has demonstrated its potential benefit in preventing rotavirus
gastroenteritis with no significant increased risk of intussusception.

Rotarix® (RV1) manufactured by GSK was licensed in April 2008 and is indicated for the
prevention of rotavirus gastroenteritis caused by G1 and non-G1 types (G3, G4, and G9) when
administered as a 2-dose series. ROTARIX® is a live, attenuated oral rotavirus vaccine derived
from the human 89-12 strain which belongs to G1P[8] type.

These two products differ in composition and schedule of administration. Both vaccines
significantly reduced the need for hospitalization, emergency department visits, and office visits
associated with rotavirus gastroenteritis, underscoring the potential public health benefits of a
universal vaccination program. There is no precedence for use with either vaccine.

Vaccination Schedule and Dosage:

RotaTeq® vaccine is indicated for the prevention of rotavirus gastroenteritis in infants and
children caused by serotypes G1, G2, G3, and G4 when administered in a 3-dose series to infants
between the ages of 6 to 32 weeks. The first dose should be administered at a minimum age of 6
weeks; the maximum age for dose 1 of rotavirus vaccine is 14 weeks and 6 days with subsequent
minimum interval doses administered at 4 week intervals with completion of the 3-dose series by
8 months and 0 days. The RotaTeq® vaccine series consists of three ready-to-use liquid doses of
vaccine administered orally and each dose is supplied in a squeezable plastic, latex-free dosing
tube with a twist-off cap allowing for direct oral administration. RotaTeq® vaccine should be
provided during the 2, 4 and 6 months of age schedule and can routinely be given simultaneously
with other scheduled vaccines, such as DTaP, IPV, PCV, HIB, and HBV.

Rotarix® vaccine is to be administered as a 2-dose series with doses given at age 2 and 4 months.
The vaccination series consists of two 1-mL doses administered orally. The first dose should be
administered to infants beginning at 6 weeks of age. There should be an interval of at least 4
weeks between the first and second dose. The 2-dose series should be completed by 24 weeks of
age.
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Guidelines:

Rotavirus vaccine should not be administered to infants who have a history of a severe allergic
reaction (e.g., anaphylaxis) after a previous dose of rotavirus vaccine or to a vaccine component.
Latex rubber is contained in the RV1 oral applicator, so infants with a severe (anaphylactic)
allergy to latex should NOT receive RV1. The RV5 dosing tube is latex-free. Based on
recommendations from CDC and ACIP, practitioners should consider the potential risks and
benefits of administering rotavirus vaccine to infants who have altered immunocompetence (e.qg.,
blood dyscrasias, leukemia, hematopoietic transplantation, HIV/AIDS) or to infants with a
previous history of intussusception.

NOTE: The first dose of rotavirus vaccine should be administered from ages 6 weeks through age
14 weeks 6 days (the maximum age for the first dose is 14 weeks 6 days). Vaccination should
NOT be initiated for infants of age 15 weeks 0 days or older because of insufficient data on safety
of dose 1 of rotavirus vaccine in older infants. The minimum interval between doses of rotavirus
vaccine is 4 weeks; no maximum interval is set. All doses should be administered by 8 months 0
days.

Interchangeability of vaccines:

ACIP recommends that the rotavirus vaccine series be completed with the same product
whenever possible. However, vaccination should not be deferred if the product used for previous
doses is unavailable or is unknown. In this situation, the provider should continue or complete the
series with the product available. If ANY dose in the series was RV5 or the product is unknown
for any dose in the series, a total of 3 doses of rotavirus vaccine should be given.

While these vaccines are orally administered, if for any reason an incomplete dose of rotavirus
vaccine is administered (e.g., infant spits or regurgitates the vaccine), a replacement dose is NOT
recommended and should continue to receive any remaining doses in the recommended series.
There are no restrictions on the infant’s consumption of food or liquids, including breast milk,
either before or after vaccination. Rotavirus vaccine may be administered at any time before,
concurrent with, or after administration of any blood product, including antibody-containing
products, following the routinely recommended schedule for rotavirus vaccine among infants
who are eligible for vaccination. Rotavirus vaccine can be given to premature infants if they a)
are at least 6 weeks of age, b) are being or have been discharged from the hospital nursery, and
c) are clinically stable.

Vaccine Information Statement (VIS):

The Vaccine Information Statement (V1S) entitled “Rotavirus Vaccine: What You Need to
Know” must be provided to patients, guardians, or others with a need to know about the
immunization. The VIS forms will be available at the Division of Administration Forms
Management Warehouse.

Rationale:

For more information on Rotavirus vaccine, see MMWR or
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http://www.cdc.gov/mmwr/preview/mmwrhtml/rr5802al.htm on the internet.
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POLICY ON RUBELLA VACCINATIONS
Policy:

1. One dose of rubella (MMR) vaccine followed by a booster dose at least a month apart will be
given in OPH clinics to children 12 months of age and older, adolescents, health care personnel
regardless of sex, and women of childbearing age who lack documentation of previous
vaccinations or adequate immunity except as outlined below. The MMR second dose should be
routinely administered at 4 to 6 years of age, at school entry. The second dose may be given at
any time 4 weeks or more after the first dose. Any MMR dose given after the first birthday and
at least 4 weeks after the first dose can be counted as a valid second dose. Second doses should
be given to older children who have not had one. The adolescent visit at 11 or 12 years of age
should be used as a check point, to make sure that no child enters young adulthood without two
doses of MMR.

2. Rubella vaccine is not given to women who know or suspect they are pregnant.

3. Rubella vaccine is not given to persons with known anaphylactic allergy to neomycin (see
measles protocol).

4. \Women who are not pregnant when given rubella vaccine are advised that they should not
become pregnant for 3 months following vaccination.

5. Rubella vaccine is not given to persons with disease that results in immune deficiency
(including cancer) and persons who are receiving therapy including radiation that suppresses the
immune system. Rubella vaccine may be given to asymptomatic HIV-infected individuals, but
should not be given to those who have severe immuno-suppression as evidenced by
opportunistic infections or low CD-4 count (symptomatic AIDS).

6. Rubella vaccine shall not be given as a single antigen. If rubella vaccine is required, MMR
may be used.

7. Rubella vaccine may be given to household contacts of person with altered immunity.
Rationale:

For more information on Rubella prevention see MMWR 1990; 39(RR-15): 1-18 or
www.cdc.gov/mmwr/preview/mmwrhtmI/00001893.htm on the internet.
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POLICY ON VARICELLA AND MMRV COMBINATION VACCINATION
Policy:

The Office of Public Health Immunization Program follows recommendations from the Advisory
Committee on Immunization Practices (ACIP) of the U.S. Public Health Service to immunize
children age 12 months and older against varicella (chickenpox). All individuals > 13 years of age
without evidence of immunity should be vaccinated with 2 doses of Varicella vaccine at an
interval of 4-8 weeks.

Varicella (chickenpox) is a highly contagious disease caused by varicella zoster virus (VZV).
There are two vaccines approved by FDA that can be utilized to offer protection against varicella
— Varivax, which is a specific single antigen vaccine and secondly, ProQuad, which is a
combination of measles, mumps, rubella and Varicella (MMRYV). These licensed varicella
vaccines provide 70-90% protection against infection with varicella zoster virus, and 95%
protection against severe disease. The vaccine contains live, attenuated virus grown in human or
guinea pig cells. No chicken or duck egg proteins are present in the vaccine. Vaccination with
varicella vaccine is contraindicated in individuals with a history of anaphylactic reactions to
gelatin or neomycin.

Guidelines:

The dosage of varicella or MMRYV vaccine is 0.5 ml to be given subcutaneously only. For record
keeping purposes, the identifying designation for varicella vaccines are Var or MMRV.

All children < 13 years of age should be administered routinely 2 doses of Varicella-containing
vaccine, with the first dose administered at 12-15 months of age and the second dose at 4 — 6
years of age. The second dose can be administered at an earlier age provided the interval
between the first and second dose is at least 3 months. However, if the second dose is
administered at least 28 days following the first dose, the second dose does not need to be
repeated.

Two postlicensure studies and other related data support the conclusion that use of MMRV
vaccine among children aged 12--23 months results in a higher risk for fever and febrile seizures
during the 5--12 days after the first dose compared with the use of MMR vaccine and varicella
vaccine at the same visit. Although data regarding the risk for febrile seizures after administration
of the first dose of MMRYV vaccine are available only for children aged 12--23 months, the
increased risk for febrile seizures during the 5--12 days postvaccination is likely to be present
among children aged <47 months because that is the biologic window of vulnerability for febrile
seizures in children (approximately 97% of febrile seizures occur in children aged <4 years).
Results from postlicensure studies do not suggest that children aged 4--6 years who receive the
second dose of MMRYV vaccine have an increased risk for febrile seizures after vaccination
compared with children the same age who receive the second dose of MMR vaccine and varicella
vaccine at the same visit.
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Use of MMRYV vaccine has the benefit of requiring one less injection than the alternative of
MMR vaccine and varicella vaccine. The decision-making process must include provision of
specific information to parents and caregivers about the risk for febrile seizures associated with
receipt of the first dose of MMRYV vaccine compared with the first dose of MMR vaccine and
varicella vaccine. The following CDC update and recommendations as of May 2010 pertaining to
MMRYV vaccine include:

The routinely recommended ages for measles, mumps, rubella and varicella vaccination continue
to be age 12--15 months for the first dose and age 4--6 years for the second dose.

For the first dose of measles, mumps, rubella, and varicella vaccines at age 12--47 months, either
measles, mumps, and rubella (MMR) vaccine and varicella vaccine or MMRYV vaccine may be
used. Providers who are considering administering MMRYV vaccine should discuss the benefits
and risks of both vaccination options with the parents or caregivers. Unless the parent or caregiver
expresses a preference for MMRYV vaccine, CDC recommends that MMR vaccine and varicella
vaccine should be administered for the first dose in this age group.

For the second dose of measles, mumps, rubella, and varicella vaccines at any age (15 months--
12 years) and for the first dose at age >48 months, use of MMRYV vaccine generally is preferred
over separate injections of its equivalent component vaccines (i.e., MMR vaccine and varicella
vaccine). Considerations should include provider assessment, patient preference, and the potential
for adverse events.

A personal or family (i.e., sibling or parent) history of seizures of any etiology is a precaution for
MMRYV vaccination. Children with a personal or family history of seizures of any etiology
generally should be vaccinated with MMR vaccine and varicella vaccine.

A second dose catch-up Varicella vaccination is recommended for children, adolescents, and

adults who previously had received one dose, to improve protection against Varicella and for more
rapid impact on school outbreaks. Catch-up second dose can be administered at any interval
longer than 3 months after the first dose. According to the LA Immunization School law, 2 doses
of Varicellaand MMR or MMRYV are required for entry in kindergarten as well as required for
adolescents 11 years of age who will be entering middle school. At least one dose of varicella and
MMR or MMRYV is required for entry in child care and Headstart facilities.

HIV-infected children > 12 months of age in CDC clinical class N, A, or B, with CD4+ T-
lymphocyte counts > 15% and without evidence of Varicella immunity should receive 2 doses of
single antigen Varicella vaccine at a minimum interval of 3 months. Varicella vaccine was
recommended previously for asymptomatic or mildly symptomatic HIV-infected children with
age-specific CD4+ T-lymphocyte counts > 25%. Because data are not available on safety,
immunogenicity or efficacy of MMR/VAR vaccine in HIV-infected children, MMR/VAR should
not be administered as a substitute for the component vaccines when vaccinating HIV infected
children.

Combined MMR/Var (ProQuad) vaccine shall be used in accordance to the policies as stated for
MMR and Varicella use. At least 1 month should elapse between a dose of MMR and a dose of
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ProQuad. However, if for any reason a second dose of varicella-containing vaccine is required, at
least 3 months should elapse before administration of the 2 dose.

NOTE: ProQuad is indicated only for use in children 12 months to 12 years of age.

Women should be asked if they are pregnant and advised to avoid pregnancy for three months
following each dose of varicella vaccine. This vaccine should not be administered to a pregnant
woman. Upon completion or termination of their pregnancies, women who do not have evidence
of Varicella immunity should receive the first dose of Varicella vaccine before discharge from the
healthcare facility. The second dose should be administered 4 — 8 weeks later.

Herpes Zoster

Both chickenpox and shingles are caused by the same virus, the varicella zoster virus (VZV).
After a person has had chickenpox, the virus rests in the body’s nerves permanently.
Approximately 30% of all people who have been infected with chickenpox will later develop
herpes zoster, commonly known as zoster or shingles.

Shingles usually starts as a rash with blisters that scab after 3 to 5 days. The most frequently
mentioned symptom is pain. Both the rash and pain usually occur in a band on one side of the
body or clustered on one side of the face.

The rash clears within 2 to 4 weeks. Complications from shingles include pneumonia, hearing
problems, blindness, scarring, brain inflammation (encephalitis) or death. One out of five persons
will develop post-herpetic neuralgia (PHN) even after the rash has cleared. Treatment for shingles
includes antiviral medicine and should be given as soon as the rash appears and is most effective
if given within 24 to 72 hours of rash onset.

Transmission of shingles is not passed from person-to-person unless the exposed individual has
never had chickenpox disease or never been vaccinated against chickenpox (if they have direct
contact with the rash). This exposed person would develop chickenpox and not shingles.

SHINGRIX (GlaxoSmithKline) was licensed in 2017 and is a recombinant, adjuvanted vaccine
recommended for adults > 50 years. The vaccine consist of two doses administered
intramuscularly 2-6 months apart. The vaccine series does not have to be restarted if more than 6
months have elapsed since the first dose. If the second dose is given less than 4 weeks after the
first, the second dose should be repeated. Two doses of vaccine are necessary regardless or prior
history of herpes zoster or prior receipt of Zoster vaccine.

SHINGRIX does not have to be frozen.

175



Simultaneous vaccine administration:

Varicella, Varicella Zoster, and MMR/VAR combination vaccine do not interfere with other
routine childhood/adult immunizations. There is a theoretical risk that non-simultaneous
administration of multiple live virus vaccines (MMR and varicella) within less than 28 days of
one another will result in a suboptimal immune response. Until further information becomes
available, specific antigen MMR and varicella vaccines should be given at least 4 weeks apart, if
they are not given on the same day. If MMRYV combination vaccine is used, appropriate spacing
of doses must be considered depending on the specific live vaccine that has been used previously.

Two vaccinations may be given in the same thigh, using different administration sites, if
necessary.

Storage, handling, and ordering:

Varicella vaccine, Varicella Zoster vaccine, and MMRYV combination vaccine are less stable than
other vaccines that are routinely handled. All vaccines must be protected from light and they are
more temperature sensitive than other routine vaccines. Varicella and MMRYV vaccine should only
be stored in freezers or refrigerator/freezers with separate doors and compartments. Dormitory
style refrigerators, usually smaller, are not acceptable for the storage of any varicella-containing
vaccine.

Reconstituted Vaccine

Do not store reconstituted vaccine. Varicella and MMRYV vaccine should be administered
immediately after reconstitution, to minimize loss of potency. Discard if the reconstituted vaccine
is not used within 30 minutes. Under no circumstances should a single Varicella dose be mixed
with an MMR dose.

Rationale:

For more information on Varciella prevention see MMWR 1996; 45(RR-11): 1-36 or
www.cdc.gov/mmwr/preview/mmwrhtml/00042990.htm or MMWR 2010;59(RR03);1-12. For
Prevention of Herpes Zoster see MMWR 2008; 57(RR-5): 1-30 or
http://www.cdc.gov/mmwr/preview/mmwrhtml/rr5705al.htm

Inquiries concerning Varicella vaccine or MMRYV vaccine may be directed to the Immunization
Program at (504) 568-2600.
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POLICY ON THE IMMUNIZATION OF ADOLESCENTS
Policy:

This policy emphasizes vaccination of adolescents 11-12 years of age (from the 11th birthday to
the day before the 13th birthday) and is retroactive to May 1, 1996. Specifically, this policy
recommends vaccination of unimmunized adolescents with varicella virus vaccine, hepatitis B,
meningococcal conjugate vaccine (MCV4), and/or the second dose of the measles, mumps and
rubella (MMR) vaccine in addition to providing a booster dose of tetanus diphtheria toxoid and
acellular pertussis (Tdap) if at least five years have lapsed since the last vaccine booster.

Note: Children who received a second dose of MMR at school entry or who received two doses
of MMR after one year of age do not need to be re-vaccinated with MMR vaccine at 11-12 years
of age. Varicella vaccine should be given to 11-12 year old adolescents if they have no history of
chicken pox. If the child is deficient in either MMR or Varicella, the MMR/VAR combined
vaccine may be used. MCV4 should be given to all 11-18 year old children with a booster dose at
age 16. Hepatitis B should be given to 11-12 year old adolescents if they have not previously
completed a 3 dose series. If they have had a partial series, the series should be completed. Tdap
should be only administered once in the routine Td series throughout adulthood.

This policy also emphasizes the vaccination of all children up to 19 years of age at a high risk of
HBV infection. This includes children and adolescents who are developmentally disabled, on
hemodialysis, those who have bleeding disorders who receive clotting factor concentrates,
contact with a person who is hepatitis B surface antigen positive. In addition, children born since
October 1983 to women from areas of high hepatitis B endemicity are also eligible.

Vaccine dosage, schedule and administration:

All vaccinations should be given according to the current OPH schedule. Dosages and further
guidelines for each vaccine can be found in the corresponding policies for Varicella/MMR-VAR,
Hepatitis B, Measles-Mumps-Rubella, and Tetanus and diphtheria toxoid and acellular pertussis.

Simultaneous vaccine administration:

Routine immunizations can and may be given simultaneously including Varicella, IPV, OPV, Td,
Tdap, MMR, MMR-VAR, HBV, and Influenza. There is a theoretical risk that non- simultaneous
administration of multiple live virus vaccines (MMR and varicella) within less than 28 days of
one another will result in a suboptimal immune response. For this reason, MMR and Var should
be given at least 4 weeks apart if they are not given on the same day. Refer to Policy on Varicella
and MMR/VAR Combination Vaccine section for further instructions on scheduling doses. Two
vaccinations may be given in the same arm, using different administration sites.

For further information on the Immunization of Adolescents see MMWR 1996; 45(RR-13): 1-16
or www.cdc.gov/mmwr/preview/mmwrhtml/00044572.htm on the internet.
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POLICY ON THE IMMUNIZATION OF HIGH RISK ADULTS WITH HEPATITIS
VACCINE

Policy:

This policy describes the procedure for identification, referral, screening, vaccination and
monitoring of persons considered at high risk for exposure to the hepatitis viruses. The procedures
are designed primarily for prevention of transmission and the severity of burden of hepatitis A, B,
and C in Louisiana. The policy will help increase vaccination coverage in Louisiana by prompting
providers to administer immunizations to high-risk individuals.

Note: This policy is in effect only when the STD, HIV/AIDS Program have vaccine on hand for
the age-appropriate group. However, the dosage schedule can be used as a guide in any event
where vaccination of HAV would be required.

Guidelines:
. Identification and Referral

An adult at high risk or possible high-risk of hepatitis B or hepatitis C infection should be
offered hepatitis A and B vaccine. Persons at high risk include:

e Injection drug user (past or present)

e Sex partner of injection drug user

e Sex partner of an individual known to be chronically infected with hepatitis
e Female commercial sex worker

e Men who have sex with men

¢ Received a blood transfusion or other blood products prior to 1992

. Screening and Vaccination

Pre-screening is not required. At the initial visit, the first dose of Hepatitis A and B vaccine
should be given, and follow — up appointments made for the second and third dose of vaccine
(one and six months later respectively). However, if serological screening is an option, hepatitis
B Core Antibody (anti-HBc) and anti Hepatitis C Virus (anti-HCV) testing is recommended. If
the patient was exposed to hepatitis B (anti-HBC positive), he/she should be notified that the
second and third doses of vaccine are not necessary.

If the patient is susceptible to hepatitis B (anti-HBC negative), then encourage the patient to keep
appointments for the second and third doses.

Every patient of the clinic should be offered the hepatitis B vaccine. In addition, hepatitis A
vaccine should be offered to patients who meet the following criteria:

e Men who have sex with men
e Injection drug user (past or present)
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¢ Any individual who is chronically infected with HBV or HCV
3. Vaccine Dosage, Schedule and Administration

The following immunization schedule is recommended by the Advisory Committee on
Immunization Practices (ACIP) to the Centers for Disease Control and adopted by Louisiana
Office of Public Health (OPH). Administer Hepatitis A and B vaccines intramuscularly (IM) in
the deltoid muscle (17, 23 gauge needle is preferred). The amount of each dose is shown in the
tables below. Two doses given when using the hepatitis A vaccine single dose or Heplisav-B™,
Three doses when using hepatitis B vaccine single dose (Engerix® or Recombivax®) or Twinrix
(the combination vaccine A&B). Primary immunization with TWINRIX for high risk adults (18
years of age and older) consists of 3 doses given on a 0-, 1-, and 6 month schedule.

Alternatively, an accelerated 4 dose Twinrix schedule given on days 0-, 7 and 21-30 followed by
a booster dose at month 12 may be used. The accelerated vaccination schedule may represent the
preferred option for individuals at imminent risk for hepatitis A and hepatitis B. These include
travelers to countries endemic for hepatitis A and hepatitis B, prison inmates, military personnel,
emergency care first responders to disaster areas, persons with high-risk sexual behavior, and
intravenous drug users.

Recommended dosages of Hepatitis A Vaccines

. Va}cc_:me Volume No. Schedule
Vaccine recipients Dose (mL) Doses (Mos) §
Age (yrs)
2-18 720 EL.U 0.5 2 0,6 -12
HAVRIX®*
1,440
> 18 ELU 1.0 2 0,6-12
2-18 25U 0.5 2 0,6-18
VAQTA®**
50U 1.0 2 0,6

* Hepatitis A vaccine, inactivated, SmithKline Beecham Biologicals.
**Hepatitis A vaccine inactivated, Merck Co., Inc.
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Recommended dosages of Single Antigen (hepatitis B vaccine)

Vaccine Vaccine recipients | Dose | Volume | No. Schedule
age (yrs) (ng)t | (mL) Doses | (mos)§
Infants and
children <19 10 05 3 0,16
>20 20 1.0 3 0,1,6
Engerix B®* Dialysis patients
&other aug| 20 4 0,1,2,6
compromised
persons
Infants and
children <19 S 05 3 0,16
>20 10 1.0 3 0,1,6
Recombivax®=* | Dialysis patients
& other sug| 1.0 3 0,1,6
compromised
persons
Heplisav-B™ Adults >19 yrs 0.5 2 0,1

* Hepatitis B vaccine, inactivated, SmithKline Beecham Biologicals. i

micrograms.

8 0 months represents timing of the initial dose; subsequent numbers represent months after
the initial dose

P Special formulation for dialysis patients. 2-dose HepB vaccine series only applies when both
doses consist of Heplisav-B™, administered at least 4 weeks apart. Series consisting of a
combination of 1 dose of Heplisav-B™ and a vaccine from a different manufacturer (HepB-
alum) should do the following: Adhere to the 3-dose schedule minimum intervals of 4 weeks
between dose 1 and 2, 8 weeks between dose 2 and 3, and 16 weeks between dose 1 and 3.
However, if Heplisav-B™ is substituted for dose 2 of HepB-alum, a provider has the option of
administering the next dose of Heplisav-B™ a minimum of 4 weeks from the previous dose
for a complete series.

o Doses administered at less than the recommended minimum interval should be repeated
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Recommended dosages of Twinrix®

Vaccine Recipients Dose (EL.U and | Volume No. Doses | Schedule
age (yrs) pgt (mL) (mos) §
>18 720 (hepatitis 1.0 3 0,1,6
A)
20 (hepatitis B)
Accelerated schedule 720 (hepatitis 1.0 4 Days 0-,
> 18 A) 7-,21to
20 (hepatitis B) 30 days
followed
by booster
dose at
month 12

1 Each dose of Twinrix contains 720 EL.U of hepatitis A vaccine (equivalent to a
pediatric dose of Havrix), and 20 pg of hepatitis B surface antigen protein (equivalent to
an adult dose of Engerix-B®)

8 0 months represents timing of the initial dose; subsequent numbers represent months
after the initial dose.

Schedule Containing Both Twinrix and Single Antigen Vaccines

Dose 1 Dose 2 Dose 3
Twinrix Adult Hepatitis A vaccine Adult Hepatitis A vaccine*
Adult Hepatitis B vaccine Adult Hepatitis B vaccine
Twinrix Twinrix Adult Hepatitis A vaccine
Adult Hepatitis B vaccine
Adult Hepatitis A vaccine Twinrix Adult Hepatitis A vaccine*
Adult Hepatitis B vaccine Adult Hepatitis B vaccine
Adult Hepatitis A vaccine Adult Hepatitis A vaccine* Adult Hepatitis B vaccine**
Adult Hepatitis B vaccine Adult Hepatitis B vaccine

*Separated from prior Hepatitis A vaccine dose by >5 months
**May use Twinrix for this dose

. Interruption in the Vaccine Schedule

If the second dose of hepatitis A vaccine is delayed, the second dose should be administered as
soon as possible. There is no need to repeat the first dose. The hepatitis B vaccine is still
effective when given at intervals longer than those recommended; therefore persons whose
schedule is interrupted do not need to have the vaccine series restarted. If the vaccine series is
interrupted after the first dose, the second and third doses should be given separated by an
interval of 3-5 months. If the vaccine series is interrupted after the second dose, the third dose
should be given as soon as practical.
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5. Follow-up of patients who do not come for vaccination
The amount of effort to be spent in locating a patient should depend on the patient’s risk and on
the likelihood, that he/she will complete the series. Those at the highest risk should be encouraged
to complete the series.

6. Post- vaccination Testing
No post — vaccination serologic testing will be done for adult patients.

7. Tracking

Information about the patients may be maintained in both the central office (Immunization
Program LINKS System) and in the Health Care Provider’s Office.
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POLICY ON USAGE OF COMBINATION VACCINES
Policy:

An increasing number of new vaccines to prevent childhood diseases have been licensed.
Combination vaccines represent one solution to the issue of increased numbers of injections
during a single clinic visit. To minimize the number of injections children/infants receive,
parenteral combination vaccines should be used as licensed and indicated for patient’s age,
instead of their equivalent component vaccines. Prior to administration, the healthcare provider
should review the patient’s immunization history for possible vaccine sensitivity and previous
vaccination-related adverse reactions to allow an assessment of benefits and risk.

Immunization providers should stock sufficient types of combination and monovalent vaccines
needed to immunize children against all diseases for which vaccines are recommended. When
patients already have received the recommended immunizations for some of the components in a
combination vaccine, administering the extra antigens in the combination vaccine is permissible.
Several combination vaccines have been licensed for use by FDA and utilized in the VFC
program. Specific indications and instructions should be reviewed for each licensed vaccine and
the interchangeability with other vaccines.

Pediarix (DTaP-Hep B-IPV)

On December 2002, the U.S. Food and Drug Administration (FDA) licensed a combined
diphtheria and tetanus toxoids and acellular pertussis adsorbed (DTaP), hepatitis B (HepB)
(recombinant) and inactivated poliovirus vaccine (IPV), DTaP-HepB-IPV (Pediarix™,
SmithKline Beecham Biologicals, Rixensart, Belgium). Pediarix is approved as a 3-dose primary
series, generally beginning at 2, 4, and 6 months of ages. It is licensed for children 6 weeks
through 6 years of age. The DTaP-HepB-IPV combination is not approved for the fourth dose of
IPV or the fourth and fifth dose of DTaP. If there are no documented doses of DTaP, IPV, or
hepatitis B vaccines, then Pediarix can be used for the first 3 doses of these vaccines as long as
the child is at least 6 weeks of age and younger than 7 years of age.

DTaP-HepB-IPV and HepB vaccine from a different manufacturer are interchangeable for HepB
vaccination. DTaP-HepB-IPV and IPV from a different manufacturer are interchangeable for
poliovirus vaccination. DTaP-HepB-1PV combination can be administered with Hib and PCV
vaccines at separate injection sites.

A birth dose of single-antigen vaccine is preferred for all infants but must be administered to
infants who are born to women who are HBsAg-positive or whose HBsAg status is unknown. The
birth dose can then be followed by 3 doses of Pediarix™ at ages 2, 4, and 6 months. Second, the
third dose of Pediarix™ should be administered at least 16 weeks after the first dose and at least 8
weeks after the second dose but not before age 6 months.
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Kinrix (DTaP-I1PV)

KINRIX (GSK) vaccine contains 4 vaccines to protect against diphtheria, tetanus, pertussis and
poliomyelitis. The vaccine is indicated for the fifth DTaP and fourth dose IPV in 4 to 6 year olds
whose previous DTaP vaccine doses have been with Infanrix and/or Pediarix or individual
component vaccines. It was licensed by the FDA on June 24, 2008, DTaP-IPV (Kinrix™)
combination vaccine is approved for the booster dose for children > 4 years to <7 years of age.
Kinrix is available as a single-dose vial and prefilled syringe containing a 0.5 ml suspension for
injection of diphtheria and tetanus toxoids, acellular pertussis antigens and inactivated poliovirus
types 1, 2 and 3. The vaccine is to be administered as a 0.5-ml dose by intramuscular injection.
Do not administer this product intravenously, intradermally, or subcutaneously.

Common adverse events were injection-site reactions (pain, redness, swelling or increase in arm
circumference), drowsiness, fever, and loss of appetite. Previous hypersensitivity to any
component of Kinrix, including neomycin and polymixcin B, is a contraindication.
Encephalopathy within 7 days of administration of a previous pertussis-containing vaccine or
progressive neurologic disorder is a contraindication. The tip cap and the rubber plunger of the
needleless, prefilled syringes contain dry natural latex rubber and may cause allergic reactions in
latex sensitive individuals. The vial stopper is latex-free.

Quadracel(DTaP-I1PV)

Quadracel(Sanofi) vaccine contains 4 vaccines to protect against diphtheria, tetanus, pertussis,

and poliomyelitis. The vaccine is indicated for used in children 4 to 6 year olds as a fifth dose in
the DTaP series, as a fourth or fifth doses in the IPV series, and in children who have received 4
doses of Pentacel and or Daptacel. It was licensed by the FDA on March 24, 2015. Quadracel is
available as a single-dose vial containing 0.5 ml suspension for injection of diphtheria and tetanus
toxoids, acellular pertussis antigens and inactivated poliovirus types 1, 2, and 3. The vaccine is to
be administered as a 0.5 ml dose by intramuscular injection. Do not administer this product
intravenously, intradermally, or subcutaneously.

This vaccine should not be administered to children aged less than four years or older than seven
years. However, if either Kinrix or Quadracel is inadvertently administered for an earlier dose of
the DTaP or IPV series, the dose should be counted as valid and does not need to be repeated
provided minimum interval requirements have been met for all antigens.

Common adverse events were injection-site reactions (pain, increase in arm circumference,
erythema, and swelling). Common systemic reactions are myalgia, malaise, and headache.
Previous hypersensitivity to any component of Quadracel, or following any diphtheria toxoid,
tetatus toxoid, pertussis-containing vaccine or inactivated poliovirus vaccine. Encephalopathy
within 7 days of a previous pertussis-containing vaccine with no other identifiable cause is a
contraindication. The vial stopper is latex-free.
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Pentacel (DTaP-1PV-Hib)

Pentacel is a combination vaccine that contains DTaP, IPV and Hib vaccines. Pentacel is supplied
as single-dose vial, 5 doses to a package. A single dose of liquid DTaP-IPV vaccine is use to
reconstitute a single-dose vial of lyophilized ActHIB vaccine. Pentacel can be administered to
any child 6 weeks through 4 years of age, without a contraindication to any component, for whom
DTaP, IPV and Hib vaccines are indicated. The recommended schedule for Pentacel is
functionally the same as for DTaP and ActHIB with doses at 2, 4, 6, and 15 though 18 months of
age.

Pentacel may be used whenever any component(s) of the combination is indicated and no other
component of the vaccine is contraindicated. This means that Pentacel can be used when a child
needs one or two components, but does not need the others. Contraindications and precautions
for Pentacel are the same as those for DTaP, IPV, and Hib vaccines.

Pentacel Schedule for Administration

Parameter Age/interval
Minimum age for any dose 6 weeks
Minimum interval for doses 1 and | 4 weeks

2

Minimum age for dose 2 10 weeks
Minimum interval for doses 2 and | 4 weeks

3

Minimum age for dose 3 14 weeks

Minimum interval for dose 3 and 4 | 6 months (determined by DTaP component; minimum
interval for dose 3-4 is two months for HIB and four
weeks for IPV)

12 months (determined by DTaP and HIB components).
Note that both the minimum interval AND age must be
met for the fourth dose of DTaP or HIB (as Pentacel or
any other formulation) to be counted as valid

4 years, 364 days (i.e., do not administer at age 5 years

or older)

Minimum age for dose 4

Maximum age for any dose

Sample Vaccination Schedules for Using Pentacel®* for Hep B, Hib, IPV, & DTaP In
the Event of Hib Shortage*

Table 1. Using Pentacel* for All Doses

Birth 2 Months 4 Months 6 Months 12 Months 4 — 6 years
Hep B Hep B Hep B
DTaP DTaP
IPV
Pentacel* Pentacel* Pentacel*
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Sample Vaccination Schedules for Using Pentacel®* for Hep B, Hib, IPV, & DTaP in the Event
of Hib Shortage* (cont.)

Table 2. Using Single Anitgen Vaccines for First Dose and Pentacel* for Remainder of Doses

Birth 2 Months 4 Months 6 Months 12 Months 4 -6 years
Hep B Hep B Hep B
Hib*
DTaP DTaP DTaP
IPV IPV
Pentacel* Pentacel*

Table 3. Using Single Antigen Vaccines for First and Second Doses and Pentacel* for Third

Dose
Birth 2 Months 4 Months 6 Months 12 Months 4 -6 years
Hep B Hep B Hep B
Hib* Hib*
DTaP DTaP DTaP DTaP
IPV IPV IPV
Pentacel*
Table 4. Using Pediarix* for First Dose and Pentacel* for Remainder of Doses
Birth 2 Months 4 Months 6 Months 12 Months 4 -6 years
Hep B Hep B
Hib* DTaP DTaP
Pentacel* Pentacel* IPV
Pediarix*
Table 5. Using Pediarix* for First and Second Doses and Pentacel* for Third Dose
Birth 2 Months 4 Months 6 Months 12 Months 4 -6 years
Hep B Hep B
Hib* Hib*
DTaP DTaP
IPV
Pentacel*
Pediarix* Pediarix*

In general, ACIP recommends the same brand of DTaP be used for all doses of the series.
However, different brands can be used if the provider does not know or have available the brand

of DTaP used for prior doses.**

*Hib Shortage Guidelines: “Updated Hib Interim Schedule”
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VI. MISCELLANEOUS IMMUNIZATION INFORMATION

ACCELERATED SCHEDULE FOR SHOTS FOR TOTS BY ONE

Example of “Shots for Tots By One”
Schedule Using Pediarix & TriHIBIt

Vaccine/Age |Birth |2 mos |4 mos 6 mos |12 mos Total
Hep B Hep B | Pediarix | Pediarix |Pediarix

DTaP Pediarix | Pediarix |Pediarix | TriHIBit

Hib Hib Hib Hib TriHIBit

IPV Pediarix | Pediarix |Pediarix

PCV PCV PCV PCV PCV

MMR MMR

Varicella Varicella

# of 1 3 3 3 4 14
injections
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PROCEDURES FOR VACCINE PROTECTION AND HURRICANE/DISASTER
PREPAREDNESS

When there is a reasonable cause to believe that emerging conditions will disrupt vaccine
operations, emergency procedures should be implemented well in advance of the event to protect
the vaccine inventory and minimize the potential monetary loss from natural disasters or other
emergencies.

In advance of the emergency, all providers should ensure the following:

If the facility does not have a backup generator, identify an alternative storage facility (i.e.,
hospital, packing plant, state depot, fire or police station, etc.), with back-up power (generator),
where the vaccine can be properly stored and monitored for the duration of the storm. Make
arrangements with the site to store your vaccine if your vaccine storage equipment malfunctions
or there is a power outage; the availability of staff to pack and move the vaccine; the use of
appropriate packing materials and containers, and cold packs and/or portable freezer (for
Varicella and/or MMR/V AR vaccine) and the availability of resources for transportation of the
vaccine to a secure storage facility.

In situations where a location with a backup generator cannot be identified within a reasonable
distance, preparations should be made to obtain use of a refrigerated truck or purchase coolers,
frozen ice packs and/or portable freezer to temporarily store vaccine.

NOTE: Itis appropriate for providers to suspend vaccinations BEFORE weather conditions
deteriorate. Sufficient time must be allowed for packing and transporting vaccine BEFORE the
storm adversely affects local conditions.

There are other precautions and appropriate measures one can take to protect vaccine inventories
using the emergency procedures described below. The following includes some HELPFUL
HINTS AND REFERENCE INFORMATON.

I. EMERGENCY PROCEDURES
A. List emergency phone numbers, companies, and points of contact for:

1. Electrical power company:

2. Refrigeration repair company:

3. Temperature alarm monitoring company:
4. Perimeter alarm repair company:

5. Perimeter alarm monitoring company:

6. Backup storage facility:

7. Transportation to backup storage:

8. Emergency generator repair company:

9. National weather service:

10. Vaccine Manufacturers:
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a. Merck: www.merckvaccines.com or 1- 877-829-6372

b. Sanofi Pasteur: www.sanofipasteur.us or 1-800-VACCINE (800-822- 2463)

c. GlaxoSmith Kline: www.gsk.com or 1-866-475-8222

d. Pfizer: www.pfizer.com or 1-800-879-3477

e. Novartis: www.novartis.com or 1-877-683-4732

f. Medlmmune: www.medimmune.com or 1-877-633-4411

B. State/project assistance to providers in possession of vaccine

1. Identify hospitals, health departments or other facilities that could serve as emergency
vaccine storage facilities and communicate this information. This might also be done
at the regional or parish level and/or with the assistance of Bioterrorism or Emergency
Preparedness Units.

2. Prioritize assistance and communication to target providers in areas at highest risk,
e.g., low lying coastal or floodprone areas.

C. Entering vaccine spaces/facility floor plan - Describe, when necessary, how to enter the
building and vaccine storage spaces in an emergency if closed or after hours. Include a
floor diagram and the locations of:

1. Storage units
2. Doors

3. Flash lights

4. Spare batteries

5. Light switches

6. Keys

7. Locks

8. Alarms

9. Circuit breakers
10. Packing materials

D. Identify who to call for the following assistance:
1. Equipment problems
2. Backup storage

3. Backup transportation
4. Security
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E. Identify what vaccines to pack first in an emergency and while the power is still
working:

1. Pack the refrigerated vaccines first with an adequate supply of cold packs.

2. Remove and pack the Varicella or MMR-VAR vaccine and place in a portable freezer
with calibrated thermometer. Document time, temperature and date prior to and after
safe storage.

F. Pack and transport all vaccines or if that is not possible, determine the types and amounts
to save: e.g., save only the most expensive vaccines to minimize dollar loss or save some
portion of all vaccines to ensure a short term, complete supply for resuming the
vaccination schedule. We would suggest the first priority be given to those vaccines
which would be the most expensive to replace.

G. Follow vaccine packing procedures for transport to backup storage facilities:

1. Open refrigerated units only when absolutely necessary and only after you have made
all preparations for packing and moving the vaccine to alternative storage sites.

2. Use properly insulated containers.

3. Record vaccine type(s), quantity, date, time and originating facility on the
container.

H. Move vaccine to backup storage according to pre-arranged plans.
1. How to load transportation vehicle
2. Routes to take
3. Time en route
4. Ensure vaccine containers are stored properly in the emergency storage facility
(Varicella or MMR-VAR in freezer, refrigerated vaccines in refrigerator, adequate
circulation, functional temperature monitoring device, etc)

I. Once the vaccines have been safely transported to another location and if there are plans
to distribute vaccines from that site, assure that there is an inventory process to maintain
accountability throughout the duration of time while at the temporary vaccine storage
site.

J. Impact of Severe Weather Conditions on Biological Products

Vials of biological products in contact with flood waters should not be used given the
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possibility of contamination and the likelihood of significant exposure to temperatures
outside of those recommended for cold chain storage.

Vaccines Requiring Refrigeration or Frozen Storage — Most refrigerated vaccines are
relatively stable at room temperature for limited periods of time, although certain vaccines
are temperature-sensitive. Products stored in a closed refrigerator (or freezer, if appropriate)
during a power outage may maintain their potency unless the power outage is of such
duration that the refrigerator’s (or freezer’s) internal temperature rises significantly. It is
recommended that thermometers be located in the refrigerator and freezer section so that
temperatures can be read when power resumes to see if excursions outside of the
recommended temperatures have occurred.

1. If Power Goes Out — Persons responsible for storing refrigerated or frozen
biological product should take the following actions to reserve cold storage
conditions during a power outage:

a. Note the time of power outage and do not open freezers/refrigerators until power
is restored to help keep the temperature low for a longer period of time.

1. For refrigerator-stored vaccines, do not open the refrigerators to check
temperatures during a power outage, as many products will maintain their
potency for a few days in the relative cool of a closed refrigerator.

2. For vaccines requiring freezer storage, remove them from the freezer (if the power
outage continues) and place in another freezer if possible. If the vaccines are not
cold to the touch upon removal from the freezer, the vaccine should be isolated
and not be used. Contact the Immunization Program for further guidance

b. When Power is Restored — Record the temperature in the refrigerator or freezer as
soon as possible after power is restored and before the temperature has begun to drop
again. Continue to record the temperature at periodic intervals until it reaches the
temperature range indicated on the product labeling as appropriate for product
storage. Record the duration of increased temperatures exposure.

c. Ifaflood is Expected — When a flood is anticipated, facilities should take steps to
raise stored products out of range of anticipated flood waters. For products stored in
refrigerators at floor level, elevate refrigerators on wheels or platforms to the extent
possible.

Many immune globulin products are licensed for storage at 36 to 46 degrees Fahrenheit, and
some products may be stored at room temperatures for all or part of the time before
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expiration. Because storage temperatures and times are specific to each product, you
should follow the package insert recommendations for Immune Globulin (IGIV),
intramuscular 1G (IG) and subcutaneous IG (IGSC) products. Products requiring lower
temperatures can be stored on wet ice. All of these products should not be frozen.

K. Refer to the Emergency Response Plan and Worksheet (included in this section) and
post near or on outside of vaccine storage equipment:
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EMERGENCY RESPONSE PLAN & WORKSHEET (Part 1)

Post near or on outside of refrigerator for all staff

VFC PIN#
Provider 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 at least one location with a
generator (hospital, 24-hour store, public health unit etc.). Before transporting, call the back-up
location site to ensure that their generator is working.

#1.Location & Contact’s Name Ph#

#2.Location & Contact’s Name Ph#

How will you be notified of an outage?

Vaccines must be transported in an insulated cooler with a barrier separating the vaccines from
the ice/cold packs.
Varicella, MMRYV and zoster must be transported using a portable freezer.

If your emergency back-up location is more than 30 minutes away and you have a large quantity
of vaccine, consider renting a refrigerated truck to transport your vaccine.
Refrigeration Company Phone #

OTHER RESOURCES:
Public Health Unit;

Ph#

PREVENT LOSS FROM EXPIRED VACCINES

Check and rotate your stock to assure shortest dated vaccine is used first and in front of vaccines
with longer expiration dates. Designate a staff person to verify rotation and documentation. (Post
vaccine expiration table.)

Notify the Louisiana Immunization Program (504-568-2600) if vaccines are going to expire
within 3-6 months.
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CHECK AND RECORD REFRIGERATOR AND FREEZER TEMPERATURES TWICE A

DAY
Once in the am when the practice opens.

Once in the afternoon to allow for adjustments prior to the time the practice closes.

What to do if a power failure occurs, the refrigerator door was left open, the temperature was too
cold, the refrigerator plug was pulled, or any other situation which would cause improper storage

conditions:

1. Determine the cause of improper vaccine temperatures (i.e., mechanical failure, power
outage, natural disaster, human error). Close the door and/or plug in the refrigerator/freezer.
2. Store the vaccines at appropriate temperatures. Determine if vaccine should be moved

and move if appropriate.
Record the current temperature of the refrigerator/freezer.

oW

this sheet.)
6. Notify the Louisiana Immunization Program at (504-568-2600).

Practice Name: VFC PIN:

Mark the vaccine so that the potentially compromised vaccines can be easily identified.
Collect essential data on the Emergency Vaccine Response Worksheet. (see part 2 of

EMERGENCY RESPONSE WORKSHEET (Part 2)
Date of Event:
1. Current temperature of refrigerator:  Max/min temperature reached:

2. Current temperature of freezer: Max/min temperature reached:
Amount of time temperature was outside normal range:
refrigerator freezer:

Refrigerator

Vaccine and Lot Expiration Amount of Vaccine
Manufacturer Numbe Date Taken

Action
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Freezer

Sanofi Pasteur
www.sanofipasteur.us

1-800-822-2463

Merck www.merckvaccines.com

1-877-829-6372

GlaxoSmithKline www.gsk.com

1-866-475-8222

Pfizer www.pfizer.com

1-800-879-3477

Novartis www.novartis.com

1-800-244-7668

MedImmune
www.medimmune.co

Sanofi Pasteur
www.sanofipasteur.us

1-877-633-4411

1-800-822-2463

|

Merck www.merckvaccines.com

1-877-829-6372

GlaxoSmithKline www.gsk.com

1-866-475-8222

Pfizer www.pfizer.com

1-800-879-3477

Novartis www.novartis.com

1-800-244-7668

MedImmune
www.medimmune.co
m

1-877-633-4411
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Vaccine Manufacturers

IMMUNIZATION GUIDELINES FOR DISPLACED CHILDREN - POST-NATURAL
DISASTER

Determining immunization status among post natural disaster displaced children and
adolescents

Situation: a child's record is assumed to be lost, and can not be recovered from a provider's
office, a daycare, school, or the parent has no record of immunization then several
determinations should be attempted.

Question- Based upon what the parent is saying about medical visits, is it probable that the child
has had age appropriate immunization?
Answer: Possibly.

Question: Can you accept that the history given can be relied upon? Was the child probably up-
to-date at the last medical visit?

Answer: To meet enrollment requirements the Immunization Program will accept historical data
of primary series, and does not recommend the starting of the immunization series. But enrollees
must receive age appropriate boosters prior to entering school.

Question: Has the child already been enrolled in the school system? If so, then it should be
assumed that the child had complied with the immunization requirements at the time of
enrollment.

Answer: Yes. To meet enrollment requirements the Immunization Program will accept
historical data of primary series, and does not recommend the starting of the immunization
series. But enrollees must receive age appropriate boosters prior to entering school.

Question: If the child is four years of age, what vaccines are needed to be in compliance with
age appropriate vaccination?

Answer: A four year old child should have or receive a DTaP, IPV, MMR, Var (or history of
disease), HBV

Question: If the child is 7 years of age what does he needs?
Answer: The child should have or receive a Td, IPV, MMR, HBV, Varicella (or history of
disease) in order to be in compliance with Louisiana’s state immunization law.

Question: If an adolescent age 14 years enrolls in schools does she need any immunization or is
she age appropriate vaccinated?

Answer: If she received her last booster dose on or after 4 th birthday or prior to school entry,
she is considered in need of a Td vaccination (a minimum of five (5) years from the last dose).
While you are checking her status, see if she needs Varicella, MMR, and HBV.

Question: How can | get historical immunization information on a patient from New Orleans ?
Answer: For patients or parents who are requesting copies of their immunization records: A .
Search for the patient in LINKS by entering the first initial of their first name and date of birth.
If patient is located, print, sign and send copy of record to patient. B . If the patient was not in
LINKS but attended one of the City of New Orleans clinics that used LINKS: Ida Hymel, Edna
Pilsbury, Helen Levy, Katherine Benson, Mandeville-Detiege Health Clinics or the Wellness

196



Shop, call (504) 658-2510 . The City of New Orleans staff may be able to assist them. If the
patient attended the St. Bernard-Gentilly Health Clinic, this clinic did not use LINKS, but
the City of New Orleans Health Department may be able to assist.

C. The New Orleans Health Corporation Clinics were not LINKS users. Those records would
probably not be in LINKS. D. If the patient is on Medicaid , call 1-800-259-4444 and request
a History of Immunization Claims. E. If the patient had private insurance, they can call their
insurance company and request an "Entire Claims History".

Question: What immunizations should be given to Katrina/Rita Evacuees with no

past immunization history?

Answer:

2 Years of Age — If child had shots at one year of age or after — Nothing is needed until
age four.

4 Years of Age - (and up through age 6) — DTaP, IPV, MMR, HBV, Varicella (or history
of disease).

7 - 10 Years of Age — If it cannot be determined that the child received the vaccines for school
entry at 4 — 6 years of age, he/she should receive Td, IPV, MMR, HBV and Varicella (or
history of disease).

11 Years and Up — Tdap, IPV, MMR, HBV, VAR (or history of disease) MCV4 if 11-12
years, 15 years or through age 18 living in dormitory and must be VFC eligible.

- Rule of Thumb: Any Katrina/Rita impacted student must show proof of age appropriate
immunizations dated on or after August 29, 2005. This up to date status will expire five
years after date of issue.

Inquiries may be directed to the Immunization Program at 504-568-2600.
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CHECK YOUR VIALS: Is It Tdap, DTaP, or Td?

| «CTT Preteens - Adults

ADACEL™ (sanofi pastens, ety Aveths Pautes) Boestrix® (GlexaSmithKline)
Ages 11-64 yoars Ages 10-10 years

") Infants - Young Children_

DAPTACEL® (sanofl pasteur, fyvsety Avenis Pastes') Infanrix® (GlaxeSemithiline)
Ages 6 weala up to 7 years Ageus § weaks up to 7 years

Pedlartx® (GlaxsSmithidine)
Ages 6 woeks wp 10 7 yoars Ages & wasls up to 7 years
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VACCINES FOR CHILDREN (VFC) DISCREPANCY OR MISUSE POLICY
Policy:

The purpose of this procedures document is to outline the Louisiana Immunization Program
responsibilities when discrepancies, misuse, or suspected health care provider activities which
are not consistent with the Vaccines for Children Program (VFC) are discovered.

DEFINITIONS:

Discrepancy occurs when accountability data and other pieces of information indicate that vaccine
may have been used for purposes, other than the intended use (sold, traded, discarded, etc).

Misuse occurs when vaccine is knowingly given to patients for whom it is not intended or given
inappropriately. For example: giving DT to adults, using PCV20 for fully insured children, etc.

The severity or the degree of the discrepancy and/or misuse may lead to further investigation by
other agencies for fraud and/or abuse.

Fraud, as it is defined in 42 CFR 455.2, is “an intentional deception or misrepresentation made
by a person with the knowledge that the deception could result in some unauthorized benefit to
himself/herself, or some other person”.

Abuse is defined as provider practices that are inconsistent with sound fiscal, business, or
medical practices. Consequently these practices result in an unnecessary cost to the Medicaid
program, or in reimbursement for services that are not medically necessary or that fail to meet
the professionally recognized standard for health care.

The Centers for Disease Control and Prevention (CDC) grant mandates that states prevent
fraudulent use of vaccines purchased with public funds. The federal grant further states that:
Immunization programs also have a prime responsibility to assure appropriate use of public
vaccine and to vigorously enforce measures to prevent fraud and abuse of public vaccine at the
provider level, and Louisiana must immediately report to CDC instances of possible fraudulent
use of vaccine purchased with federal funds. Louisiana must work closely with Medicaid in VFC
fraud investigations and complete a preliminary investigation within five working days of the
initial report.

POSSIBLE ORIGINS OF SUSPECTED DISCREPANCIES AND/OR MISUSE:

. Outside call reporting a suspected discrepancy and/or misuse situation. For example:
A. A concerned patient or provider staff member may call Louisiana Immunization Program
VFC.
. Vaccine Administered Report (VAR) reviews. For example:
A. Provider VARs document PCV15 or PCV20 given to ineligible patients.
B. VAR review suggests a pattern of non-simultaneous vaccine administration.
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C. Provider not submitting monthly report to VFC Program Office.

3. Vaccine Orders. For example:
A.Order Entry unit notices that provider is ordering amounts inconsistent with usual
ordering patterns and/or reported patient population distribution per funding source.

4. Routine VFC Site Visits. A minimum of 50 records review.

A. Interview staff regarding administration fees and other charges.

B. Interview staff regarding simultaneous vaccine administration.

C. Patient chart review for documentation of VFC Screening and eligibility.

D. Comparing patient chart review data with VAR data.

E. During site visit, Immunization Consultant compares recent VAR to patient record to
ensure proper documentation of eligibility.

F. Excessive staff turnover

G. Vaccine administration errors.

H. Vaccine storage and handling. Temperatures repeatedly documented outside the
recommended range.

ACTIONS TO BE TAKEN:

Unintentional Discrepancies and/or Misuse of Louisiana Immunization Program, Vaccines for
Children Program Policy and Vaccines.

If regional and/or central office staff determines the discrepancy or misuse to be unintentional and
originating from lack of program knowledge, education is generally the reasonable course of
action. If directed by the Vaccines Procurement Manager and/or AFIX Coordinator, follow up by
regional and/or central office staff in 30 to 90 days is generally recommended.

Education Efforts Include but are not limited to:

e Provide education at time of contact (i.e. during VFC site visit, per telephone
conversation)

o |f adiscrepancy or misuses are noted during VFC site visit, a Provider Improvement Plan
(PIP) report needs to be written by the Consultant and returned to the VFC Program Office
within 30 days of visit. The PIP should clearly state the actions being taken by the provider
to adhere to the Louisiana Immunization Vaccines for Children Program (LIVFCP)
contract.

o Need for a follow-up visit or phone call will be determined on a case-by-case basis.

Determinants for a follow-up may include:
e Failure to return a completed, signed PIP within 30 days.
The severity of original misconduct
Recommendations from the Immunization Management
Suspicions that documented changes will not be implemented by provider.
Low performers will be placed on VFC site visit list for following year.
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Intentional Discrepancies and/or Misuse of VFC Policy and Vaccines

All LDH-OPH employees should immediately report any suspected discrepancies and/or misuse
of VFC policy or vaccines situations to the Vaccines Procurement and Management Office
(VPMO) and/or AFIX Coordinator (AC).

1. The origin of the suspected discrepancy and/or misuse should be documented.

2. The VPMO and/or AC will review the situation and if he/she deems it necessary will relay the
information to the Immunization Program Office.

3. The Immunization Program Office will determine if the situation warrants further
investigation.

4. If it is deemed necessary, the VFC-AFIX Immunization Consultant or other appropriate
Immunization Program staff will follow-up with the provider. Areas of concern will be further
investigated. The VFC-AFIX Immunization Consultant will conduct a site visit and submit a
report to the Immunization Program Office summarizing his/her findings and recommendations.

REFERRALS TO MEDICAID

Situations may occur where no further follow-up or other intervention beyond referral to the
Medicaid Office exist. The Medicaid Office has several branches within their organization that
work on suspected fraud and/or abuse situations. The Immunization Program would immediately
report suspected discrepancies and/or misuse to the Medicaid Office if Medicaid regulations are
in possible jeopardy. The immunization Program will make referrals to Medicaid in writing.
Such communiqué will include as much information as possible. The letter will go to the
attention of:

Louisiana Department of Health
Medicaid Program Operations Program Integrity 543
Spanish Town Road, Baton Rouge, La 70802

Fraud hotline is 1- 800- 488-2917
Program Unit telephone (225) 219-4152

Or
The fraud hotline number is 1-866-Fraud05 (1-866-372-8305).
If deemed appropriate the Public Health Advisor would report to CDC’s National Immunization
Program (NIP) any cases of suspected intentional discrepancies and/or misuse.

Referrals to the Insurance Commissioner

Situations may occur where no further follow up or other interventions beyond the referral to the
Insurance Commission exist. For example:
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Louisiana Insurance Commissioner 1702 North
Third Street

Baton Rouge, La 70802 Telephone (225)
342-5900

If deemed appropriate by the Immunization Program, the Public Health Advisor would report to
CDC’s National Immunization Program (NIP) cases of suspected intentional discrepancies
and/or misuse.

Annual Activities by the State Immunization Program

The Immunization Program will contact Medicaid and ask to be routinely informed of
individuals enrolled in Medicaid and are also enrolled in VFC and are being investigated for
alleged malfeasance, and /or misfeasance.

Continue regular meetings with Medicaid.

Ensure Medicaid is up to date on Louisiana Immunization Program - Vaccines for Children
changes.

The Louisiana Department of Health - Office of Public Health Immunization Program will contact
the Insurance Commission to see if there are any other activities we could collaborate on to ensure
Louisiana Immunization Program — Vaccines For Children compliance, Update CDC/NIP on
Louisiana Immunization Program — Vaccines For Children activity in this area.
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FOREIGN-BORN PERSONS AND IMMUNIZATIONS WITH FREQUENTLY ASKED
QUESTIONS

Policy

Immunization recommendations for immigrants, refugees, migrants, foreign exchange students,
and internationally adopted children living in Louisiana are the same as for any person born in
the United States.

Vaccines at Parish Health Units are available for any uninsured or underinsured persons,
regardless of immigration status. Parish Health Units routinely provide MMR, Tdap, varicella
and seasonal influenza vaccinations to uninsured or underinsured persons applying for
immigration. Louisiana’s foreign-born persons include:

A.Refugees: Persons lawfully admitted to the U.S. who cannot return to their countries of origin
because of well-founded fear of persecution because of race, religion, membership in a particular
social group, or political opinion.

B. Immigrants: Persons lawfully admitted for permanent residence in the U.S.

C. Migrants: (Documented/un-documented) generally, foreign-born persons (and their families)
who are seasonally employed in Louisiana.

D.Internationally Adopted Children: Children from foreign countries who are adopted by U.S.
families.

E. Foreign Students: Persons from outside the U.S. who are studying in this country.

As a general policy, the CDC and The U.S. Department of Justice strongly encourage all health
departments to immunize foreign-born persons whenever possible. The Frequently Asked
Questions about Immunizations and Foreign-Born Persons address some of the unique
challenges such as:

e How do you communicate with someone who does not speak English?

e What are those strange shots listed on some of your patients’ records?

¢ Where can you find a list of foreign language vaccine-preventable disease terms?
e Where can you get translated patient education materials (i.e., VIS)?

e What is a Supplemental 1-693 form?
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Frequently Asked Questions about Immunizations and Foreign-Born Persons

Question: Are immunization requirements and/or recommendations different for
foreign-born persons than people born in the United States?

Answer: No. Immunization requirements and/or recommendation for immigrants, refugees,
foreign exchange students, migrants, and internationally adopted children living in Louisiana are
the same as for any person born in the United States. Assess the immunization status of foreign-
born persons and determine needed vaccines based upon the Louisiana childhood and adult
immunization schedules.

Question: Do immunizations given overseas count?

Answer: Immunizations given outside the United States are valid only if they were given at the
appropriate age recommended by the official Louisiana Department of Health, Office of Public
Health, Immunization Program childhood or adult schedule.

Question: What are these foreign vaccines on vaccination record card?

Answer: See the links on how to interpret foreign vaccines at the end of this section and Vaccines
and Biologics Used in U.S. and Foreign Markets.

Question: What schedule should we use to “catch up” our foreign-born patients?

Answer: Use the same schedule you would use to catch up any patient. The catch-up schedules

are located with the childhood and adult immunization schedules. Be sure to use the most current
year schedules.

Question: What if a foreign-born patient has no written documentation of his/her
immunization record?

Answer: If no written documentation exists, the individual is to be considered unvaccinated and
should receive age-appropriate vaccinations. Use the catch up schedule on the most current
Louisiana childhood and adult schedules.

Question: Should we start a series over again if there has been a long delay between doses?

Answer: No. No matter how long it has been since the previous dose, a vaccine series never needs
to be started over again. You just pick up where the patient left off and give the remaining doses.
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Question: What are the immunization requirements for refugees?

Answer: Refugees are not required to show proof of vaccination when applying for entrance to
the U.S. However, they must satisfy age-appropriate immunization requirements when they
apply for adjustment of their status, which they can do no less than one year after their
admission to the U.S. Refugees may have had vaccinations in their country of origin, but due to
the circumstances of their departure are unlikely to have vaccination documentation.

Immunization assessment is a component of the Refugee Health Assessment and many refugees
who have received this assessment have also received the first doses of their needed
immunization series. Ask individuals if they have completed this medical assessment. If they
have, and they do not present with an immunization record card, contact the provider who did
the medical assessment.

Question: What are the immunization requirements for immigrants?

Answer: Immigrants are required to have received some immunizations prior to leaving their
country of origin. Be sure to ask if the individual has immunization documentation when they are
enrolling in school, seeking medical care, or preparing to apply to adjust their status.

Question: What is a supplemental 1-693 Form?

Answer: All refugees and immigrants applying to change their immigration status or to apply for
their “green cards” must show proof of age-appropriate immunizations. This information may
be completed by any public or private provider on the Supplemental 1- 693 Form and it then must
be signed by a U.S. Civil Surgeon.

Question: What are the immunization requirements for foreign students?

Answer: Students enrolling in a Louisiana school must meet the Louisiana School Immunization

Law requirements.

Question: What are the immunization recommendations for families adopting children

from other countries?

Answer: Providers should make sure that families traveling to other countries to pick up their
adopted children receive all the recommended immunizations for international travel.
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Question: How can | be sure the immunization record of my internationally adopted patient
IS accurate?

Answer: If you have reason to believe that you cannot reasonably determine your patient’s
level of protection against vaccine-preventable disease based on his or her record--
vaccinate. When in doubt, vaccinate!

Question: What about varicella, measles, mumps, rubella, polio and Mantoux tests?

Answer: Assessing patients for varicella, MMR, and other vaccines is often confusing. The
following “tips ” on assessing foreign-born persons also apply to persons born in the United
States.

Varicella, measles, mumps, rubella, polio, and Mantoux tests
Varicella: A patient’s self-report of varicella disease is acceptable.

Caution: Some patients may confuse chickenpox and smallpox diseases/symptoms. If patient has
no history of “chicken pox” then provide varicella immunization.

Measles and mumps: Acceptable evidence of immunity includes a positive serologic test for
antibody for each disease; a physician diagnosis of disease; patient’s birth before 1957; or
written documentation of vaccination. If not, vaccinate.

Rubella: Only serologic evidence of disease or documented vaccination should be accepted as
proof of immunity. If not, vaccinate.

Polio and Foreign-born adults: All persons 18 and older (foreign-born and non-foreign born)
do not need polio vaccine unless they are traveling to a country where polio is endemic.

Mantoux / live vaccines: A Mantoux test (PPD) can be administered simultaneously with a live
or inactivated vaccine. However, if the patient received a live vaccine (e.g., MMR or varicella)
the previous day or earlier, the Mantoux test must be delayed for at least four weeks; if the
Mantoux test was administered earlier, there is no need to wait before administration of a live
vaccine (e.g., MMR or varicella). The OPH TB Program performs PPDs on children under 2 or
those with indeterminate blood assay (IGRA) tests. Please check with the Tuberculosis Program
if there are questions

Vaccine Information Statements (VI1Ss) in languages other than English

Federal law requires that you give patients the appropriate Vaccine Information Statement (VISs)
for each vaccine to be given before you immunize them. VISs are available in at least 26
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different languages and are an excellent source of vaccine information for patients. Try to
provide your patient with a VISs in his/her primary language. Find VISs translated into other
languages at http://www.immunize.org/vis/
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SPECIAL CONSIDERATION FOR EMERGENCY PROTOCOL TO BE FOLLOWED
IN A NON-MEDICAL FACILITY:

PURPOSE

This section will clarify the emergency protocol to be followed when OPH nursing personnel are
administering immunizations in a non-medical facility and should anaphylaxis occur in a patient
following administration of a vaccine.

POLICY STATEMENT

The Office of Public Health strongly encourages its medical, nursing and other allied health
professional staff to participate in all community events, such as health fairs, where the
opportunity will be presented to offer immunizations to the public, especially children, even
though these events may be held in a non-medical facility. Although anaphylaxis may occur for
the first time in any patient receiving a vaccine (even a repeat dose of a vaccine received in the
past with no problem experienced by the patient), the occurrence of anaphylaxis following
"routine” vaccinations is extremely rare.

Vaccinations which may be given to those needing them by OPH nursing personnel at special
events at non-medical facilities are: Diphtheria, Tetanus and Acellular Pertussis (DTaP),
Diphtheria and Tetanus - pediatric (DT), Tetanus and Diphtheria - adult (Td), Tdap,
Meningococcal Vaccine (MCV4), Polio Vaccine, Measles, Mumps and Rubella (MMR),
Varicella (VAR), Haemophilus influenza, type b (Hib), Hepatitis B Virus (HBV), Pneumococcal
Vaccine, Influenza Vaccine, Hepatitis A Vaccine, and Human Papilloma Virus (HPV) vaccine
(in those designated areas where this vaccine is given routinely). Indications for giving each
vaccine and dosage are per existing OPH policy and protocol.

Emergency supplies brought to the site by the OPH nursing personnel must be, as a minimum
requirement: A sufficient quantity of injectable aqueous epinephrine solution, 1:1000 strength; a
sufficient quantity of injectable diphenhydramine ("Benadryl™) solution, 50 mg/ml strength (if the
physician is expected to be present); sufficient numbers of syringes and needles; stethoscopes.
Sphygmomanometers and oral airways and cardiopulmonary resuscitation (CPR) masks in case
CPR is needed. The facility being used must be equipped with a telephone, readily accessible and
usable by the OPH personnel in the event of an emergency.

The Office of Public Health Regional Medical Director or his or her physician designee must be
the general supervisor of the immunizations and be available for consultation, either in person or
by telephone, regarding contraindications and adverse reactions during the time of administration
of immunizations. The Emergency Protocol and Standing Orders contained in this policy remain
the same, except for the standing orders related to administration of oxygen and the starting of an
intravenous drip, which will not be done in a non-medical facility. The "Call for Help” means
calling the local emergency number by telephone, 911 in most of the state. The local number must
be known to the personnel in areas where 911 is not available.

It is also suggested that the latest OPH immunization schedules and the protocol for handling
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anaphylaxis be brought to the immunization site for reference as needed. The sheets may be
laminated for durability!
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VACCINATION OF HEMATOPOIETIC CELL TRANSPLANT RECIPIENTS

A hematopoietic cell transplant (HCT) results in immunosuppression because of the hematopoietic
ablative therapy administered before the transplant, drugs used to prevent or treat graft-versus-host
disease, and, in some cases, from the underlying disease process necessitating transplantation. HCT
involves ablation of the bone marrow followed by reimplantation of the person's own stem cells or
stem cells from a donor. Antibody titers to vaccine-preventable diseases (e.g., tetanus, poliovirus,
measles, mumps, rubella, and encapsulated bacteria) decrease 1--4 years after autologous or
allogeneic HCT if the recipient is not revaccinated. HCT recipients of all ages are at increased risk
for certain vaccine-preventable diseases, including diseases caused by encapsulated bacteria (i.e.,
pneumococcal, meningococcal, and Hib infections). As a result, HCT recipients should be
revaccinated routinely after HCT, regardless of the source of the transplanted stem cells. Most
inactivated vaccines should be initiated 6 months after the HCT. Below are recommendations for
specific vaccines:

Influenza vaccine: Life-long seasonal influenza vaccination is recommended for all HCT
candidates and recipients, beginning during the influenza season before HSCT and resuming >6
months after HCT. HCT recipients <6 months after HCT should receive chemoprophylaxis with
amantadine or rimantadine during community or nosocomial influenza A outbreaks. These drugs
are not effective against influenza B. Inactivated influenza vaccine should be administered
beginning at least 6 months after HCT and annually thereafter for the life of the patient. A dose of
inactivated influenza vaccine can be given as early as 4 months after HCT, but a second dose
should be considered in this situation. A second dose is recommended routinely for all children
receiving influenza vaccine for the first time.

Pertussis vaccine - Revaccination to prevent pertussis should involve a primary series of DTaP
followed by a Tdap booster.

Pneumococcal vaccine - Three doses of pneumococcal conjugate vaccine (PCV20) is
recommended, beginning 3--6 months after the transplant, followed by a dose of PPSV.

HIB vaccine - Although no data regarding vaccine efficacy among HCT recipients were found,
Hib conjugate vaccine should be administered to HCT recipients at 12, 14, and 24 months after
HCT. This vaccine is recommended because the majority of HCT recipients have low levels of
Hib capsular polysaccharide antibodies >4 months after HCT, and allogeneic recipients with
chronic GVHD are at increased risk for infection from encapsulated organisms (e.g., Hib). HCT
recipients who are exposed to persons with Hib disease should be offered rifampin prophylaxis
according to published recommendations. A 3-dose regimen of Hib vaccine should be
administered beginning 6 months after transplant; at least 1 month should separate the doses.

MMR vaccine - MMR vaccine should be administered 24 months after transplant if the HCT
recipient is immunocompetent.

Varicella vaccine - Because of insufficient experience using varicella vaccine among HCT
recipients, physicians should assess the immune status of each recipient on a case-by-case basis
and determine the risk for infection before using the vaccine. If a decision is made to vaccinate
with varicella vaccine, the vaccine should be administered a minimum of 24 months after
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transplantation if the HCT recipient is presumed to be immunocompetent.

Household and other close contacts of HCT recipients and healthcare providers who care for

HCT recipients should be appropriately vaccinated, particularly against influenza, measles, and
varicella.
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