DESCRIPTION AND PURPOSE OF
THE CLINICAL SERVICE GUIDE

The Clinical Service Guide (CSG) contains clinical protocols for local health department (LHD)
nurses that have been identified as Core Public Health Services by the Kentucky Department for
Public Health (KDPH).

The purpose of this document is to clearly identify minimum program/grant requirements and provide
information that will support LHD operation.

This reference contains guidelines and protocols for LHD to use in providing services. Each section
is divided into two categories: clinical protocol for a LHD nurse and information required for LHD
patient case management. Guidelines are recommendations for patient management that identify
and/or support the use of a range of patient care interventions and approaches. Protocols are
authoritative statements requiring a physician’s signature. In addition to these guidelines, nurses
providing WIC services will follow all the federally approved WIC guidelines, policies and procedures
in the WIC and Nutrition Services Manual and the Administrative Reference for WIC services.

These guidelines and protocols represent levels of care considered appropriate for staff at LHDs and
are intended to be used without modification unless a higher level of care is desired and supported at
the local level. It is the responsibility of local staff, as appropriate, to develop additional guidelines and
protocols that are desired at the local level. The Clinical Service Guide is not all-inclusive and does not
supersede professional judgment, or the Kentucky Nurse Practice Act.

See:

1. KRS.314.011(8); 314.042(8); and 201 KAR 20:057 for Kentucky Nursing Practice
KY Board of Nursing— Scope of Practice Determination Guidelines

3. KBN Advisory Opinion Statement #14 — Roles of Nurses in the Implementation of Patient
Care Orders

4. KBN Advisory Opinion Statement #15 — Role of Nurses in the Supervision and Delegation
of Nursing Acts to Unlicensed Personnel
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https://apps.legislature.ky.gov/law/statutes/chapter.aspx?id=38813
http://www.lrc.ky.gov/Statutes/statute.aspx?id=40838
http://www.lrc.ky.gov/Statutes/statute.aspx?id=42980
https://apps.legislature.ky.gov/law/kar/titles/201/020/057/
http://kbn.ky.gov/practice/
https://kbn.ky.gov/General/Documents/aos14-implementation-of-patient-care-orders.pdf
https://kbn.ky.gov/General/Documents/aos14-implementation-of-patient-care-orders.pdf
https://kbn.ky.gov/General/Documents/aos15-delegation.pdf
https://kbn.ky.gov/General/Documents/aos15-delegation.pdf
https://kbn.ky.gov/practice/Documents/aos15.pdf

The intent of the clinical guidelines and protocols is to serve as a reference in the areas of adult and pediatric public
health clinical practice. These guidelines and protocols are based on acceptable standards of care endorsed by, but
not limited to the following:

Name Website
American Academy of Pediatric Dentistry www.aapd.org
American Academy of Pediatrics WWww.aap.org
American Cancer Society WWW.Cancer.org
American College of Nurse-Midwives www.acnm.org
American College of Obstetrics and Gynecology WWW.acog.org

American Diabetes Association

www.diabetes.org

American Dietetic Association

www.eatright.org

American Heart Association

www.americanheart.org

American Lung Association

www.lungusa.org

American Medical Association

www.ama-assn.org

American Nurses Association

www.nursingworld.org

Centers for Disease Control and Prevention

www.cdc.gov

March of Dimes Birth Defects Foundation

www.marchofdimes.com

National Breast & Cervical Cancer Early Detection Program

www.cdc.gov/cancer/

Other helpful websites and resources are:

Name

Website

Advisory Committee on Immunization Practices (ACIP)

https://www.cdc.gov/vaccines/acip/index.html

American Dental Association www.ada.org
American Public Health Organization www.apha.org
Arthritis Foundation www.arthritis.org
Association of State & Territorial Health Organizations www.astho.org

Dept.for Health and Human Services

www.os.dhhs.gov/

Department for Public Health Website

https://chfs.ky.gov/agencies/dph/Pages/default.aspx

Disease Links

www.nursingdinks.com/diseases/

Environmental Protection Agency

www.epa.gov/enviro

First Candle/National SIDS Alliance

www.firstcandle.org

Food & Drug Administration (FDA)

www.fda.gov

Healthfinder

www.healthfinder.gov

Immunization Action Coalition

http://www.immunize.org/

Intemet Drug List

www.rxlist.com

Johns Hopkins Medical Library

www.welch.jhu.edu/

Kids Health http://kidshealth.org

KY Board of Nursing www.kbn.ky.gov

Marchof Dimes www.marchofdimes.com/
Mayo Clinic www.mayohealth.org
Medicine Net www.medicinenet.com

MedlinePlus Newbom Screening

www.nIm.nih.gov/medlineplus/newbornscreening.html

Morbidity and Mortality Weekly Report (MMWR)

www.cdc.gov/mmwr/

National Breast Cancer Foundation

www.nationalbreastcancer.org

National Cancer Institute (NCI) www.nci.nih.gov
National Center for Infectious Diseases www.cdc.gov/ncidod/
National Institutes of Health (NIH) www.nih.gov

National Library of Medicine

www.nim.nih.gov

National Newbomn Screening & Genetics Resource

http://genes-r-us.uthscsa.edu/
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Name

Website

National Organization for Rare Disorders

www.rarediseases.org/

Occupational Safety & Health Administration (OSHA) www.osha.gov
Physicians’ Desk Reference (PDR) www.pdr.net

Proper Disposal of Prescription Drugs

http://www.whitehouse.gov/ondcp

Save Babies Through Screening Foundation

www.savebabies.org/

Taber’s Online

www.tabers.com

UK Medical Center Library

https://libraries.uky.edu/libresources.php?lib _id=12

Vaccines for Foreign Travel

www.cdc.gov/travel/default.aspx

World Health Organization (WHO)

www.who.int

Clinical Service GuideForms:

AllForms, TeachingSheets, & QAtoolsforCSG are locatedon DPH

Nursing Office Webpage.
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HEALTH EQUITY

The Commonwealth faces many challenges in health outcomes, as evidenced by state health rankings,
KyBRFS and disparities in health status between populations in Kentucky. The factors that contribute to
Kentucky’s overall health challenges are influenced by the conditions, in which we live, work and play

know as social determinants of health (SDoH). These include education, physical and built environment,
neighborhood, socioeconomic status, social connectedness, and access to health care. Every facet of
care provided by the local health department should include addressing and mitigating health inequities,
SDoH, policies and processes and other barriers to care in efforts to improve linkage to resources and
services to achieve optimal health for all Kentuckians.

For more information, please contact Vivian Lasley-Bibbs, MPH, Director for the Office of Health Equity,
Vivian.Lasley-Bibbs@ky.gov, 502-564-3970 ext. 4074.
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Minimal Requirements of a Cancer Screening Visit

¢ ACH-40, CSEM given/counseled and patient
verbalized understanding

o Breast Self-Awareness (optional teaching sheet)

¢ Benefits/Risks of Mammography (optional teaching
sheet)

¢ Pap/Mammogram rescreening recommendations

¢ Regular Exercise

o Adequate diet (low fat, high fiber, 5 fruits/vegetables
daily

Assessment Initial Visit Additional Visits

Note: KWCSP services (KWCSP-approved CPT codes) are

now completely free to all KWCSP-eligible women.

Comprehensive Health History to include: Required Required
Family history of breast/genital/colon-rectal cancers (Health History (Interval Health
¢ LMP or date of menopause and Plhy3|'cal Hlstory and
¢  Contraceptive method if childbearing age Examination Physpal .

«  Documentation of HRT or ERT, if menopausal Form) Examination
e Date of last Pap/mammogram, and results Form)
¢  Previous abnormal Pap/HPV, diagnostics, treatments
e Assessments: breast/cervical cancer risk factors/risk
assessment, tobacco use
Physical Examination to include: Required Required
¢ Documentation of general appearance and mental
status Exceptions: Exceptions:
¢ Height/Weight/BMI Pelvicexamsand | Pelvicexams and
e Blood pressure CBE are not CBE are not
¢  Clinical breast exam (CBE) required for required for
¢ Pelvic examination that includes visualization of the everyone everyone
vulva, vagina, cervix/vaginal cuff, and thorough
bimanual including adnexae
¢  Other, as needed

Laboratory: Required Required
¢ Paptestand/or HPV test, as indicated by screening

guidelines
e Fecal occult blood testing (i.e., FIT, Guaiac),
beginning at age 45 for average-risk persons

o  Follow manufacturer’s instructions

o If positive, refer to M.D.

o Toinquire about the CRC Screening
Program, contact Caisey at DPH:
Caisy.ramseyjohnson@ky.gov , or call the
KentuckyCancerLink navigator: 877-597-4655

¢ Hemoglobin, if indicated
e STD testing, if indicated by age/history/exam

Referral for biennial mammogram (age > 50) Required Required

(annual mammograms as indicated; biennial mammograms for

women under age 50, as indicated)

Counseling: (Documentation in medical record is required) Required Required
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Osteoporosis/prevention and bone density testing
Risks/Benefits of HRT, if menopausal
Contraception, if needed

Smoking risks/cessation and referral
Immunization needs/updates

e STD counseling, if indicated

Ovarian Cancer Screening:

Screening for ovarian cancer is not a recommended routine
screening and is not a required part of the cancer screening
visit. However, women with a family history or other women
interested in being screened may be provided this phone
number for finding a screening location and scheduling their

own appointment:
1-800-766-8279

Documentation of return clinic appointments

Required

Required

Follow-up of abnormal test results

Required

Required

Helpful Links:
Kentucky Women’s Cancer Screening Program

Administrative Reference
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Breast Cancer Screening

Early diagnosis of breast cancer offers women more treatment options and greatly reduces mortality.
Early diagnosis is aided by the triad of breast self-awareness, and when indicated or age-appropriate, a
clinical breast exam (CBE), and regular mammography screening.

BREAST CANCER RISK FACTORS:

Female age 40 or older; risk increases with age

First degree relative (mother, sister, daughter) with a history of breast cancer before the age of 50
(pre-menopausal) or a close relative* with a male breast cancer or with a known BRCA (Breast
Cancer Susceptibility Gene) mutation, or if the patient herself has a known BRCA mutation.
(*See section entitled “GENETIC COUNSELING/TESTING” for a definition of close relative.)
Personal or family history of genetic syndromes such as Li-Fraumeni syndrome

Personal history of breast cancer or a benign breast condition

Dense breasts

History of radiation treatments to the chest wall

Early menarche (prior to age 12)

Late menopause (after age 55)

No pregnancies, or first pregnancy after age 30

Hormone use: some oral contraceptives and combination (estrogen and progestin used together)
hormone replacement therapy

Use of the drug diethylstilbestrol (DES) or intrauterine exposure to it

Overweight/Obese (especially after menopause)

Lack of physical activity

Alcohol consumption: risk increases with amount of alcohol consumed

BREAST SCREENING HISTORY

Include dates and results of previous mammograms

Elicit personal history of breast symptoms, including pain, tenderness, nipple discharge, palpable
mass, or skin changes

Document any personal history of breast cancer and previous biopsies or treatments

Screen for risk factors (listed above)

BREAST SELF-AWARENESS, BREAST CANCER RISK ASSESSMENT, CLINICAL BREAST

EXAMINATION AND MAMMOGRAPHY

All females should be counseled on breast self-awareness (BSA) beginning at age 21.
Counseling shall be documented in the medical record (e.g., “Breast Self-Awareness counseling
provided”).

All women should undergo breast cancer risk assessment by age 25; update as needed.

CBE:

o Aclinical breast exam (CBE) may be offered* during the cancer screening visit to
asymptomatic, average-risk women beginning at age 25 years (offered every 1-3 years
for ages 25-39; offered annually to ages 40 and older).
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*Offered in the context of informed decision-making, recognizing the
uncertainty of additional benefits/harms of CBE beyond screening
mammography. (Adapted from ACOGPractice Bulletin 179, July 2017)

o ACBE should be performed annually on high-risk women or any woman who presents
with symptoms.

o Ifan outside provider performed the previous CBE, thorough documentation of the exam
done by that provider must be obtained, reviewed by the examining nurse at the LHD,
and placed in the patient’s chart.

o The required method for performinq the CBE is using the principles of positioning, three
levels of palpation, and the vertical strip search paftern.

¢ During their cancer screening visits, women shall be informed to report any changes in their
breasts noticed between visits to the Nurse Case Manager (NCM) at the local health department
(LHD) as soon as possible.

e For average-risk women, the LHD will follow the breast cancer screening guidelines
recommended by the United States Preventive Services Task Force (USPSTF) for
mammography screening:

Ages 40-49: The decision to start screening mammography in women prior to age 50
should be an individual one. Women who place a higher value on the potential benefit
than the potential harm may choose to begin biennial screening mammography between
the ages of 40-49.

Ages 50-74: Women ages 50-74 years of age should have biennial screening
mammography.

Note: These guidelines are intended to guide screening of the general population. High-risk
women will follow different, more frequent screening guidelines. If a woman over the age of 74 is
still in good health and requests to continue biennial screening she should be allowed to do so.

¢ Trans-gender women (male to female) have different routine screening recommendations. For
this population it is recommended that screening mammography for average-risk women be
performed every 2 years, once the woman has reached the age of 50 and has been on feminizing
hormones at least 5 years. |If there are no other risk factors (e.g., positive family history,
BMI>35), provider and patient may agree to delay screening until the patient has been on
feminizing hormones for up to 10 years.

¢ Trans-gender men (female to male) who have not undergone a bilateral mastectomy should
follow the same screening guidelines as non-transgender women. Prior to bilateral mastectomy,
transgender men who meet all other KWCSP eligibility requirements can have their breast cancer
screening and diagnostic services reimbursed through the program. Once a transgender man
has undergone a bilateral mastectomy, he will no longer qualify for KWCSP breast services
reimbursement; a qualified clinician should determine his breast cancer screening needs.

Note: Transgender breast screening guidelines adopted from the consensus recommendations
from The Center of Excellence for Transgender Health and the World Professional Association for
Transgender Health

¢ Awoman with breast implants will follow a routine (non-high risk) screening schedule, unless she
is symptomatic. The mammography provider should be made aware of the implants, as extra
views (e.g., implant displacement views) may need to be taken.
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¢ Women under the age of 40 who are either symptomatic, or asymptomatic but have been
determined to be high-risk, can be evaluated with CBE, mammogram, and/or surgical consult.
These services can be reimbursed with KWCSP funds for eligible women.

e  Screening of women at high-risk:

o Women who are at high risk of developing breast cancer should be screened with both
an annual mammogram and annual breast MRI, unless a provider orders a different
screening.

o Women assessed to be at high risk for breast cancer generally should begin screening at
age 30, unless otherwise noted (below).

o Awomanis at high risk if any of the following are true:
% She has a lifetime risk of 20% or more for development of breast cancer, based
on risk assessment models such as BRCAPRO, Claus, or Tyrer-Cuzick (IBIS),

that are largely dependent on family history

Note: Risk assessment tools might not always be used to complete
assessments, but as an option, a simple one can be found here .

>

She has a first-degree relative with pre-menopausal breast cancer (If no KNOWN
family history of genetic mutations, begin screening 10 years younger than the
age of the youngest family member when diagnosed, but not before age 30).
She has a KNOWN genetic mutation, such as BRCA 1 or BRCA 2 gene
mutation, or is untested but has a first degree relative (mother, sister, daughter)
with a KNOWN genetic mutation (This population should begin screening at age
25; ages 25-30 in this group should be referred to contracted gynecologist
annually for assessment/consultation/screening orders.)

*,
8

>

*,
8

Note: If the physician orders only a breast MRI for screening on a KWCSP-
eligible woman, please contact KWCSP Nurse Consultant, Colleen Toftness:
Colleen. Toftness@ky.qov .

>

She has a history of receiving radiation treatments to the chest wall between the

ages of 10 and 30 years. (Begin annual screening 8 years after radiation was

completed, but not younger than age 30)

She has a history of pre-cancer/cancer of the breast. (Post-mastectomy women

will have a diagnostic mammogram of the opposite breast.)

¢ Any woman with an abnormal CBE should be referred for either a diagnostic mammogram
(usually for women aged 30 and older) or ultrasound (often preferred for women under the age of
30 due to their typically dense breasts, but the radiologist may choose to do a diagnostic
mammogram for the younger-age woman as well).

¢ In menstruating women, the mammogram should be scheduled about 2 weeks after the LMP.

*,
8

3

%

MAGNETIC Resonance imaging (MRI)

Women in the high-risk category will be screened with an annual MRI as well as an annual mammogram.
Otherwise, determination of the need for MRI for patients will be made by the contracted breast surgeon
or radiologist.

o  KWCSP will reimburse breast MRI when performed in conjunction with a mammogram when a
client is considered “high risk” as determined in the previous section. However, KWCSP will not
reimburse breast MRI when performed alone as a screening tool.
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o  KWCSP will reimburse breast MRI when used to better assess areas of concern on a
mammogram or for evaluation of a client with a history of breast cancer, after completing
treatment.

o  KWCSP will not reimburse breast MRI when performed to assess the extent of disease in women
who are already diagnosed with breast cancer.

GENETIC COUNSELING/TESTING

Note: The information below is adapted from the American College of Obstetricians and
Gynecologists (ACOG)Practice Bulletin 182, September 2017. (Replaces Practice Bulletin 103,
April 2009.)

A woman affected by at least one of the following is at increased risk for having an inherited
predisposition to breast and ovarian, tubal or peritoneal cancer. She should be advised of the
need for genetic counseling and consideration of genetic testing:

o Epithelial ovarian, tubal, or peritoneal cancer

o Breast cancer at age 45 years or less

e Breast cancer and has a close relative* with breast cancer age 50 years or less, or
close relative with epithelial ovarian, tubal, or peritoneal cancer at any age

o Breast cancer at age 50 years or less with a limited or unknown family history

¢ Breast cancer and has two or more close relatives with breast cancer at any age

¢ Breast cancer and has two or more close relatives with pancreatic cancer or
aggressive prostate cancer (Gleason score equal to or greater than 7)

¢ Two breast cancer primaries with the first diagnosed before age 50 years

o Triple-negative breast cancer at age 60 or less

e Breast cancer and Ashkenazi Jewish ancestry at any age

¢ Pancreatic cancer and have two or more close relatives with breast cancer; ovarian,
tubal, or peritoneal cancer; pancreatic cancer; or aggressive prostate cancer (Gleason
score equal to or greater than 7)

A woman unaffected with cancer, but with one or more of the following has increased
likelihood of having an inherited predisposition to breast and ovarian, tubal, or peritoneal
cancer and should receive genetic counseling and be offered genetic testing:

e Afirst-degree or several close relatives that meet one or more of the conditions listed
above

¢ Aclose relative carrying a known BRCA1 or BRCA2 mutation

e Aclose relative with male breast cancer

*Note: “Close relative” means parent, sibling, or offspring (15t degree); grandparent,
grandchild, uncle, aunt, nephew, niece, half-sibling (2" degree); first cousin, great-
grandparent, or great-grandchild (3 degree).

LHDs are not required to refer, only to recommend genetic counseling/testing to those patients
for whom it is indicated. KWCSP funds cannot be used for genetic counseling/testing.

PATIENT EDUCATION ON BREAST HEALTH

Counseling with documentation at the initial and annual visits shall include teaching breast
self-awareness, individual breast cancer risk factors/risk reduction, benefits/risks of
mammography and the importance of regular screenings. While the LHD staff will not
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prescribe or refer women for risk-reducing medications, information should be provided to
inform women of that option for some who are at increased risk for breast cancer. (An optional
fact sheet from Komen.org can be found by clicking here , or one from the American Cancer

Society can be found by clicking here.)

Patients with an abnormal CBE, mammogram, ultrasound, or MRI will have documented
counseling done, as appropriate.
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Breast Cancer Follow-up, Post Breast Cancer Treatment

Once a patient’s diagnostic procedures are complete and she has a diagnosis and treatment (if
applicable), the contracted, qualified clinician (breast surgeon, radiologist, etc.) will provide an order for
the patient’s next screening. If this is not received, the NCM must contact the contracted, qualified
clinician to obtain an order. Even if the patient has a diagnosis with a benign finding, the clinician must
give an order for the patient’s next screening schedule after follow-up of an abnormal screening test

result.

SURGICAL REFERRALS

Women with an abnormal CBE must be referred for surgical consultation once a diagnostic
mammogram and/or diagnostic ultrasound have been completed, regardless of imaging results,
unless CBE is done by the radiologist and found to be negative/benign. Thorough documentation
by the radiologist shall be required.

Any patient with a bloody nipple discharge (unilateral or bilateral) requires a referral to a surgeon
for evaluation.

Any patient with a spontaneous (without nipple stimulation) and/or unilateral nipple discharge
requires a referral to a surgeon for evaluation.

Bilateral non-bloody discharge that occurs only with nipple stimulation does not need referral to a
surgeon. This type of nipple discharge may be due to fibrocystic changes (usually greenish),
hormonal imbalance, pregnancy, lactation and some medications (oral contraceptives,
phenothiazines, anti-hypertensives, tranquilizers). If the clinician (MD or ARNP) determines the
need for further evaluation of this type of nipple discharge, it typically is to either a gynecologist or
endocrinologist.

If a patient presents with a “breast lump” that she has discovered herself, but both the CBE and
mammogram (or other breast imaging) are normal, she may be referred to a surgeon for a
second opinion. The patient may also be referred to another contracted provider for a second
opinion for other concerns she may have regarding her care during screening. For KWCSP-
eligible patients, the second opinion will be reimbursed by the program for services found on the
list of KWCSP-approved CPT codes.

A patient who has a personal history of breast cancer shall be scheduled for a surgical consult
with her annual mammogram/MRI regardless of CBE, mammogram, or MRI results. A surgical
consult is also required for women who have completed breast cancer treatment and are in need
of orders for surveillance. Referral visits for these situations will be reimbursed by the KWCSP
for program-eligible women. If the provider determines that breast cancer surveillance should
include tests/procedures not found on the KWCSP list of “Approved CPT Codes”, the NCM
should contact the KWCSP staff for reimbursement approval. KWCSP staff can be reached at
the Division of Women’s Health by sending an e-mail to Colleen.Toftness@ky.gov .

After an initial abnormal finding, when there is an order from a contracted qualified clinician
(breast surgeon, radiologist, etc.) for frequent follow-up mammograms, ultrasounds, CBEs or
surgical consults, these services will be paid for by the KWCSP until the provider has released
the patient into normal routine screening. These follow-up services may show normal or
abnormal findings. However, the program will reimburse the continued frequent screening
services until the patient is released to routine screening. National standards recommend
frequent follow-up continue for up to 2-3 years for specific original findings on radiology testing
and clinical findings. The contracted qualified clinician (radiologist or breast surgeon) will make
this determination.
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TIMELY FOLLOW-UP

Patients with an abnormal mammogram, MRI or ultrasound result shall be notified by the health
department within 10 working days of receiving the result, or within 30 days of the procedure,
whichever comes first.

Referrals for a surgical consult or requests for additional imaging must be made within 3 weeks
(21 days) of abnormal CBE or receipt of abnormal mammogram.

Copies of results from consults and diagnostic procedures (including pathology reports) will be
received and placed in the medical record within 30 days of the consult or diagnostic procedure.
The month and year the next mammogram is due will be documented on the CH3A. A patient
with normal screening results will follow the appropriate routine screening guidelines unless there
is a reported change in her breasts. For patients who have been scheduled for abnormal test
follow-up with a contracted provider, the order for the next mammogram or other future screening
and diagnostic procedures shall be provided by the contracted qualified clinician (breast surgeon,
radiologist, etc.) and noted in the patient chart. The NCM shall inform the patient of her next
screening or diagnostic procedure that is ordered.

The interval between abnormal breast screening (date of screening) and final diagnosis should be
60 days or less.

The interval between diagnosis (date of diagnosis) and initiation of treatment should also be 60
days or less.

TREATMENT FOR PRE-CANCER/CANCER OF THE BREAST

Patients that have been screened/diagnosed through the KWCSP, or a KWCSP-designated entity
may be eligible for the Breast and Cervical Cancer Treatment Program (BCCTP) if diagnosed with
pre-cancer or cancer of the breast. For more information and forms related to the BCCTP, please
refer to their website here .

Below are some conditions that are considered precancerous conditions when found on a biopsy. If a
patient receives one of these diagnoses or a diagnosis of cancer, she will require treatment. KWCSP-
eligible women should apply for treatment through the BCCTP. The NCM is responsible for initiating the
BCCTP application.

Breast Pre-Cancerous Conditions:

e Lobular carcinoma-in-situ

o Atypical hyperplasia

¢ Benign Phylloides tumors

¢ Some types of papillomatosis

o Radial scar, sometimes referred to as sclerosing lesions

For more in-depth information on enrolling patients in treatment through the BCCTP, see the section
“Breast/Cervical Cancer Treatment Through Medicaid’s Breast and Cervical Cancer Treatment Program
(BCCTP)".
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BI-RADS CLASSIFICATION OF MAMMOGRAM RESULTS AND MANAGEMENT

Category 0: Assessment Incomplete

This category indicates the need for additional imaging, which will be recommended by the
radiologist or old films required for comparison.

Category 1: Negative

Recommendation should be made for routine follow-up according to the screening guidelines.
Notify the patient when it is time for re-screening.

(Refer to surgeon if CBE is abnormal)
Category 2: Benign Finding

Recommendation should be made for routine follow-up according to the screening guidelines.
Notify patient when it is time for re-screening.

(Refer to surgeon if CBE is abnormal)
Category 3: Probably Benign

Follow-up should be provided according to the radiologist’s recommendation. Usually, the
radiologist will recommend a repeat mammogram in six months. Counsel the patient on the
results of the mammogram and provide a re-screening appointment.

(Refer to surgeon if CBE is abnormal)
Category 4: Suspicious Abnormality

A biopsy should be considered. Refer to a surgeon for further evaluation. Counsel the patient on
the results of the mammogram and assure that arrangements are made for the surgical
consultation.

Category 5: Highly Suggestive of Malignancy

There is probability of cancer. Refer to a surgeon for further evaluation. Counsel the patient on
the results of the mammogram and assure that arrangements are made for the surgical
consultation.

Category 6: Known Biopsy-Proven Malignancy; Appropriate Action Should Be Taken

This category is reserved for lesions identified on the imaging study with biopsy proof of
malignancy prior to definitive therapy.

Unsatisfactory: NOT a BI-RADS Classification.

This result indicates that the mammogram is technically unsatisfactory and cannot be read by the
radiologist. It must be repeated.
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ALGORITHM FOR BREAST CANCER SCREENING FOLLOW-UP

ANNUAL CLINICAL BREAST EXAMINATION

NORMAL & BENIGN FINDINGS ON CBE ABNORMAL CBE
(Includes fibrocystic changes & normal nodularity) (Discrete mass or abnormal thickening)

1. REPEAT CBE IN ONE YEAR IF HIGH RISK OR 1. BREAST ULTRASOUND (ages 29 and under)

PER PATIENT REQUEST
2. DIAGNOSTIC MAMMOGRAM (ages 30 & older)

2. BIENNIAL SCREENING MAMMOGRAM IF and ultrasound if needed
AGE 50 -74 (or ages 40-49 who choose to have
mammography screening) 3. SURGICAL REFERRAL APPOINTMENT WITHIN 3

WEEKS OF DISCOVERY OF ABNORMAL CBE

8. IF SCREENING MAMMOGRAM IS ABNORMAL, (Regardless of ultrasound and/or mammogram results-
PATIENT TO BE NOTIFIED WITHIN 10 DAYS OF unless CBE repeated by radiologist and normal/benign
RECEIVING THE RESULT OR WITHIN 30 DAYS OF result- must have thorough documentation from
THE PROCEDURE (whichever comes first) radiologist)

A. A FINAL DIAGNOSIS OBTAINED WITHIN 60 DAYS 4. FINAL DIAGNOSIS OBTAINED WITHIN 60 DAYS OF
OF DETECTION OF THE ABNORMALITY (from DETECTION OF ABNORMALITY (from date screened)
datescreened)

5. RECORDS TO BE RECEIVED WITHIN 30 DAYS OF

5. OBTAIN SCREENING MAMMOGRAM CONSULT/PROCEDURES

WRITTEN REPORT WITHIN 60 DAYS OF THE

PROCEDURE 6. FOLLOW RECOMMENDATIONS OF SURGEON AND/OR
RADIOLOGIST
Cancer Screening July 2022
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Cervical Cancer Screening

Routine periodic screening encourages early identification of precancerous conditions of the cervix and
early-stage diagnosis of cervical cancer. Most cervical cancer can be PREVENTED with detection and
early treatment of precancerous lesions.

CERVICAL CANCER RISK FACTORS

This is an overall list of factors and/or behaviors which may increase the risk for cervical cancer. Some
factors on this list are not considered when making the determination for a patient’s Pap screening
interval. See “Cervical Cancer Screening Guidelines” for factors that are used to determine when a
patient is considered “high risk” and not eligible for increasing the time interval between screenings.

e History of HPV and/or dysplasia

¢ Multiple (3 or more) sexual partners in lifetime

e A sex partner with multiple sex partners

¢ Asex partner who has had a partner with HPV/dysplasia/cervical cancer

¢ Cigarette smoking (any amount)

¢ Beginning sexual intercourse at a young age (age 18 or less)

e History of 2 or more sexually transmitted infections

¢ Intrauterine exposure to diethylstilbestrol (DES)

¢ Infrequent screening (> 5yrs. since last screening)

¢ Immunosuppressed (HIV/AIDS, diabetes, transplant recipient, chronic steroid use, auto-immune
disorders)

CERVICAL CANCER SCREENING HISTORY

o Elicit date and result of last Pap/HPV test

o Determine if a previous history of an abnormal Pap and/or HPV

¢ Determine if history of a previous colposcopy and biopsy and/or treatment
e  Screen for risk factors (listed above)

e  Screen for history of abnormal bleeding patterns

PELVIC EXAMINATION

*Information in this section (Pelvic Examination) adapted from ACOG CommitteeOpinion Number 754,
Oct. 2018; reaffirmed 2020)

The pelvic examination consists of the following:

¢ Assessment of the external genitalia

¢ Internal speculum examination of the vagina and cervix
¢ Bimanual palpation of the adnexa, uterus and bladder
¢ May also include rectovaginal examination

A screening pelvic exam is one performed as a routine screening tool on an asymptomatic, non-
pregnant woman. In 2018 the American College of Obstetricians and Gynecologists (ACOG)

recommend that gynecologic care providers should counsel asymptomatic, non-pregnant women
about the benefits, harms and lack of data for use of a screening pelvic exam. The patient and
gynecologic care provider should then decide together if a pelvic examination will be performed.

During the cancer screening visit a screening pelvic exam is not required but may be performed after
counseling the woman about the possible benefits/harms and the lack of supporting evidence for the
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screening pelvic exam, and then affirming that the woman wishes for the pelvic exam to be
performed.

Some possible benefits of a screening pelvic exam:

¢ Potential for early detection of treatable gynecologic conditions

¢ Allows an opportunity for the patient-provider conversation about normal/abnormal anatomy,
symptoms, etc. and for the provider to answer any related questions the patient may have.

Some possible harms of a screening pelvic exam:

¢ Little evidence has been found as to the harms of the screening pelvic exam, such as
fear/anxiety, pain/discomfort, or over-diagnosis, but neither is there sufficient evidence to
support the use of a screening pelvic exam. In 2017, the USPSTF found only limited
evidence of its ability to detect these specific gynecologic conditions: ovarian cancer,
bacterial vaginosis, genital herpes. Studies show that pelvic examinations do not decrease
ovarian cancer morbidity and mortality rates.

A (diagnostic) pelvic exam should be performed when indicated by medical history or symptoms. The
following are some (but not all) indications for performing the pelvic exam:

Abnormal bleeding

Dyspareunia

Pelvic pain

Sexual dysfunction

Vaginal dryness

Vaginal bulge

Urinary issues

Inability to insert a tampon

RNs must refer any abnormal finding on the pelvic examination or any symptomatic woman to a mid-
level or higher clinician or a contracted gynecologist for further evaluation. RNs may defer the pelvic
exam on the symptomatic woman until she is seen by the higher-level clinician/gynecologist.

Note: For pelvic exam and follow-up protocol for the STD program see the STD section of the CSG.

CERVICAL CANCER SCREENING GUIDELINES

For average-risk women, the LHD will follow the cervical cancer screening guidelines recommended
by the USPSTF.

Ages 21-29: Pap test every 3 years

Ages 30-65: Women in this age group have 3 choices:

1. Paptestevery 3 years,
or
2. Primary hrHPV test every 5 years

or
3. Co-test (Pap and HPV) every 5 years

Note: These guidelines are intended to guide screening of the general population. High risk women
will follow different, more frequent screening guidelines.

Routine cervical cancer screening begins at age 21, with the Pap test, to be repeated every 3 years.
At age 30, a woman may choose to continue with the Pap test every 3 years or have a Primary
hrHPV test every 5 years or have a co-test (Pap and HPV test) every 5 years. Abnormal test results
can alter the screening schedule. Patients with a cervical history of CIN2, CIN3, or cervical cancer, in
utero exposure to DES, or who are immunocompromised, as stated above, are considered high-risk
patients when determining their cancer screening interval options. These women require more
frequent screening and should be screened according to orders from the contacted gynecologist.

Note: The physician who treats a patient’s CIN2, CIN3, or cervical cancer will determine the interval
between future screenings and the length of screening surveillance, including possible extension of
screening past the age of 65.
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FOR ALL PATIENTS WHO ARE SENT TO A CONTRACTED GYNECOLOGIST OR
COLPOSCOPIST:

Once her diagnostic procedures are complete and she has a diagnosis and treatment, if applicable,
the contracted clinician (gynecologist or colposcopist) who diagnoses and/or treats will provide an
order for the patient’s future screening schedule. If this is not received, the NCM must contact the
provider to obtain an order. If a patient has a history of colposcopy at another provider’s office, the
records and order for future screening schedule should be obtained from that office.

SPECIAL POPULATIONS

Women with the following high-risk conditions should be screened according to orders from the
contracted gynecologist, regardless of their age: immunosuppression (i.e., renal transplant), HIV
infection, history of CIN2, CIN3, cervical cancer, or DES exposure in utero. If uncertain of whether a
patient’s condition/disease would cause immunosuppression, consult your medical director or
contracted clinician. KWCSP funds can be used for annual cervical cancer screening among women
who are considered high-risk.

The NCM shall contact the contracted provider to determine screening guidelines for patients with a
history of pre-cancer or cancer of the cervix or to determine cervical cancer surveillance needs. The
type of follow-up will often be determined by the provider according to the extent of the cancer.
KWCSP funds can be used to reimburse for routine cervical cancer surveillance for 25 years post-
treatment for women with a history of cervical neoplasia or in situ disease or can reimburse
indefinitely for surveillance of women with a history of invasive cervical cancer, as long as the woman
is in good health. If the provider determines that cervical cancer surveillance should include
tests/procedures not found on the KWCSP list of “Approved CPT Codes”, the NCM should contact the
KWCSP staff for reimbursement approval. KWCSP staff can be reached at the Division of Women'’s
Health by sending an e-mail to Colleen.Toftness@ky.gov .

WOMEN FOLLOWING HYSTERECTOMY

¢ Women at any age following a hysterectomy with removal of the cervix who do not have a
positive history of CIN2, CIN3 or cervical cancer should not be screened for cervical cancer,
according to current ACS-ASCCP-ACOG guidelines.

¢ Women at any age following a hysterectomy with removal of the cervix who do have a
positive history of CIN2, CIN3, or cervical cancer should be screened as stated in the
preceding section (SPECIAL POPULATIONS). Vaginal/vulvar/labial Pap test or biopsies
shall be performed by the LHD contracted clinician (gynecologist or colposcopist) for patients
with a history of CIN2, CIN3, cervical cancer or for an abnormal physical finding during an
exam performed at the LHD. KWCSP funds can be used to reimburse for the vaginal Pap
tests and/or diagnostic follow-up for eligible women in this situation.

¢ Women for whom the reason for the hysterectomy or final diagnosis of no neoplasia or
invasive cancer cannot be documented, should continue cervical cancer screening until there
is a 10-year history of negative screening results, including documentation that Pap test were
technically satisfactory.

VULVAR, LABIAL OR VAGINAL ABNORMALITIES

If a vulvar or labial lesion is found during an examination, the patient shall be informed that this
abnormal finding will need follow-up to rule out cancer. The contracted clinician (gynecologist or
colposcopist) will perform vulvar and labial screening/diagnostic follow-up. Vulvar or labial
procedures will not be reimbursed by the KWCSP.

Follow-up for any abnormal finding of the vagina, vulva or labia will be determined by the gynecologist
who performs the screening and/or diagnostic procedures for the patient.

WOMEN OLDER THAN 65

Women older than age 65 with documentation of adequate negative prior screening, who are not
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otherwise at high risk for cervical cancer and have no history of CIN2, CIN3, or cervical cancer within
the last 25 years should not be screened. Adequate negative prior screening is three consecutive
negative cytology results or two consecutive negative co-tests or primary HPV tests within the 10
years before cessation of screening, with the most recent test occurring within the past 5 years.

WOMEN IN ABNORMAL FOLLOW-UP

Both the 2012 ASCCP management guidelines and the interim guidance later provided for
management of abnormal results of the Primary HPV test have been replaced with the 2019 ASCCP
Management Consensus Guidelines for abnormal cancer screening tests and cancer precursors.
The risk-based management (free) web application can be accessed here:

https://app.asccp.org

You can also purchase (for approximately $10) the mobile app here:
Note: It has been suggested that the mobile app is the more user-friendly option.

When the clinical situation is such that these guidelines cannot be applied or do not provide
guidance for the specific circumstance, or when the guidelines direct that clinical judgement
must be used to make a decision, the RN must refer the case to a mid-level or higher clinician or
to the contracted gynecologist to determine follow-up.

This information should be referenced when planning case management. However, the
contracted, qualified clinician (gynecologist, colposcopist, etc.) who provides the colposcopy
and/or treatment will direct patient care. Services that can be reimbursed for KWCSP-eligible
women are found on the KWCSP list of approved CPT codes. Medical providers and patients
shall be made aware of services that can be reimbursed. Once the patient’s diagnostic
procedures are complete and she has a diagnosis and treatment, if applicable, the contracted
clinician who diagnoses and/or treats will provide an order for the patient’s next screening. If
this not received, the NCM must contact this provider to obtain an order. For additional
information/guidance, see section “MANAGEMENT OF ANBORMAL PAP/HPV TEST
RESULTS”.

WOMEN WHO HAVE RECEIVED THE HPV VACCINE

Women who have received the HPV vaccine should continue to be screened according to the
age-appropriate guidelines.
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Cervical Cancer Follow-Up

THE BETHESDA 2014 SYSTEM

The Bethesda System for reporting cervical and/or vaginal cytology is the recognized system for
reporting results. The LHD is required to contract with a laboratory that uses this system of
reporting. The state computerized reporting options for Pap test findings and the protocols for
management of abnormal findings are based on the Bethesda 2014 System.

Specimen Type

¢ Indicate conventional smear (Pap smear), liquid-based preparation (Pap test) vs. other

Specimen Adequacy

e Satisfactory for evaluation (describe presence or absence of
endocervical/transformation zone component and any other quality indicators, e.g.,
partially obscuring blood, inflammation, etc.)

e Unsatisfactory for evaluation (specify reason)

o Specimen rejected/not processed (specify reason)

o Specimen processed and examined, but unsatisfactory for evaluation of
epithelial abnormality because of (specify reason)

General Categorization (optional)

¢ Negative for intraepithelial lesion or malignancy
e  Other: see Interpretation/Result (e.g., endometrial cells in a woman aged > 45 years)

¢ Epithelial cell abnormality: see Interpretation/Result (specify “squamous” or “glandular”,
as appropriate)

Interpretation/Result

* Negative for Intraepithelial Lesion of Malignancy
(When there is no cellular evidence of neoplasia, state this in the General
Categorization above and/or in the Interpretation/Result section of the report—whether
or not there are organisms or other non-neoplastic findings)
¢ Non-Neoplastic Findings (optional to report)
o Non-neoplastic cellular variations
= Squamous metaplasia
= Keratotic changes
=  Tubal metaplasia
= Atrophy
» Pregnancy-associated changes
o Reactive cellular changes associated with:
» Inflammation (includes typical repair)
« Lymphocytic (follicular) cervicitis
= Radiation
= Intrauterine contraceptive device (IUD)
o Glandular cells status post-hysterectomy
¢ Organisms
o Trichomonas vaginalis
o Fungal organisms morphologically consistent with Candida spp.
o Shiftin flora suggestive of bacterial vaginosis
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o Bacteria morphologically consistent with Actinomyces spp.
o Cellular changes consistent with herpes simplex virus
o Cellular changes consistent with cytomegalovirus
o  Other
o Endometrial cells (in a woman > 45 yrs.)
(Also, specify if “negative for squamous intraepithelial lesion”)
¢ Epithelial Cell Abnormalities
o Squamous cell
= Atypical squamous cells
« Of undetermined significance (ASC-US)
% Cannot exclude HSIL (ASC-H)
= Low-grade squamous intraepithelial lesion (LSIL)
(Encompassing: HPV/mild dysplasia/CIN-1)
» High-grade squamous intraepithelial lesion (HSIL)
(Encompassing: moderate and severe dysplasia, CIS, CIN-2, CIN-3)
« With features suspicious for invasion (if invasion is suspected)
=  Squamous cell carcinoma
o Glandular Cell
= Atypical
« Endocervical cells (NOS or specify in comments)
« Endometrial cells (NOS or specify in comments)
% Glandular cells (NOS or specify in comments)
= Atypical
+ Endocervical cells, favor neoplastic
% Glandular cells, favor neoplastic
= Endocervical adenocarcinoma in situ
= Adenocarcinoma
» Endocervical
Endometrial
Extrauterine
Not otherwise specified (NOS)
¢  Other Malignant Neoplasms (specify)

R

*,
L X4

3

%

5

*

Adjunctive Testing

o Provide a brief description of the test method(s) and report the result so that it is easily
understood by the clinician

Computer-Assisted Interpretation of Cervical Cytology
¢ If case examined by an automated device, specify the device and result

Educational Notes and Comments Appended to Cytology Reports (optional)

e  Suggestions should be concise and consistent with clinical follow-up guidelines
published by professional organizations (references to relevant publications may be
included)

(From: The Pap Test and Bethesda 2014/Nayer and Wilbur)
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PATIENT EDUCATION ON CERVICAL HEALTH

o Counseling on cervical cancer risk factors, Human Papillomavirus (HPV) testing and
risk reduction (including smoking cessation) during screening visits is required.
Smokers must be offered referral to the Quit Now Kentucky tobacco quit line and/or
Freedom from Smoking classes.

¢ Counseling on the HPV vaccination shall be provided to the patient and the parent of
minors when applicable.

¢ Patients must have documented counseling, as appropriate.

FOLLOW-UP

¢ Refer patient if abnormal cervix or polyps are visualized

o Patients with abnormal cervical cancer screening tests shall be notified within 10
working days from the date the abnormal test result is received at the clinic.

o Referral appointments must be made within 3 weeks (21 days) of the clinic receiving the
abnormal screening test result. Any delay in meeting this timeframe must be
documented in the patient’s medical record, including any “first available” appointments

¢ Afinal diagnosis must be made within 60 days of the cervical cancer screening.
The final diagnosis is based on colposcopy and biopsy results.

¢ Treatment should be initiated 60 days or less from the date of diagnosis of a pre-cancer
or cancer of the cervix.

o Results of referrals including colposcopy, biopsy pathology reports, cryotherapy, Loop
electrosurgical excision procedure (LEEP) and pathology reports, Cold Knife Conization
(CKC) procedure and pathology reports, and laser treatment documentation must be
received within 30 days of the procedure

¢ The month and year the next Pap/HPV test is due shall be documented on the progress
note. The nurse’s note should include the doctor’s or colposcopist's name, date, and
source of the order (e.g., verbal order, doctor’s office note in chart, etc.) for the next
screening or diagnostic procedure.

THE PRIMARY HPV TEST AND MANAGEMENT OF ABNORMAL RESULTS

The primary hrHPV test is the newest cervical cancer screening choice for average-risk women.
It is included as screening option in the USPSTF cervical cancer screening guidelines for
women who are 30-65 years old (the same population who are eligible for the co-test).
Currently two specific HPV tests have FDA approval for primary HPV screening, the Cobas HPV
Test and the Onclarity HPV test; only the approved tests should be used for primary HPV
screening.

MANAGEMENT OF ABNORMAL PAP/HPV TEST RESULTS

Follow-up for any abnormal findings of the vagina, vulva or labia will be determined by the
contracted clinician (gynecologist or colposcopist) who performs the screening and/or diagnostic
procedures for the patient.

Consult the 2019 ASCCP Risk-Based Management Consensus Guidelines (web-based or
mobile app) for guidance in follow-up for any laboratory results for a Pap and/or HPV test.
When the clinical situation is such that these guidelines cannot be applied or do not provide
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guidance for the specific circumstance, or when the guidelines direct that clinical judgement
must be used to make a decision, the RN must refer the case to a mid-level or higher clinician or
to the contracted gynecologist to determine follow-up.

CYTOLOGY RESULTS AND GUIDANCE IN ADDITION TO THE 2019 ASCCP RISK-BASED

MANAGEMENT CONSENSUS GUIDELINES

Below are the categories that correspond to the Bethesda 2014 System for reporting the result
of a Pap Test.

#1 Satisfactory/Negative for Intraepithelial Lesion

#2 Atypical Squamous Cells of Undetermined Significance (ASC-US)

#3 Atypical Squamous Cells Cannot Exclude High Grade Lesions (ASC-H)
#4 Low Grade SIL (L-SIL, CIN-1, Mild Dysplasia, Including HPV Changes)
#5 High Grade SIL (H-SIL, CIN-2, CIN-3, Moderate-Severe Dysplasia, CIS)
#6 Squamous Cell Carcinoma

#7 Adenocarcinoma

#8 Adenocarcinoma-In-Situ (AIS)

#9 Unsatisfactory

#10 Atypical Glandular Cells of Undetermined Significance (AGC)

ADDITIONAL GUIDANCE FOR THE RN

In addition to the guidance for management of abnormal Pap results provided by the ASCCP
guidelines, RNs are provided this additional guidance:

Contact contracted provider if abnormal cervix or polyps visualized

If EC/TZ is absent/insufficient, consult with a higher-level clinician/provider

If presence of organisms or reactive cellular changes, consult with a higher-level
clinician/provider

If endometrial cells or glandular cells are present:

When there is a result of endometrial cells in a woman > 45 years of age on a negative
Pap test result, the NCM shall contact the contracted provider. The NCM will provide all
pertinent medical history to the physician, including past cervical history and test results,
age and current Pap results. The physician will determine follow-up for the patient. If
the patient is KWCSP-eligible the program will reimburse services on the approved CPT
code list.

Consult the 2019 ASCCP Risk-Based Management Consensus Guidelines (web-based
or mobile app) for guidance in follow-up for any laboratory results for a Pap and/or HPV
test. When the clinical situation is such that these guidelines cannot be applied or do
not provide guidance for the specific circumstance, or when the guidelines direct that
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clinical judgment must be used to make a decision, the RN must refer the case to a mid-
level or higher clinician or to the contracted gynecologist to determine follow-up.

POST COLPOSCOPY EVALUATION OR TREATMENT

Once a patient’s diagnostic procedures are complete and she has a diagnosis and treatment, if
applicable, the contracted qualified clinician (e.g., gynecologist, colposcopist) providing the
colposcopy and/or treatment will provide an order for the patient’'s next screening. If this is not
received, the NCM must contact this provider to obtain an order. Even if the patient has a
diagnosis with a benign finding, the contracted clinician who provided this diagnosis must give
an order for the patient’s next screening schedule after follow-up of an abnormal screening test
result.

LOOP ELECTRICAL EXCISION PROCEDURE (LEEP), DIAGNOSTIC VS. TREATMENT

Alocal surgical procedure known as LEEP, or a cone biopsy, can be considered either a
diagnostic or a treatment procedure.

A patient’s colposcopy biopsy may be benign, show mild dysplasia, or a biopsy may not be
performed. However, a physician may determine that it is necessary to perform a LEEP to
obtain a more comprehensive or accurate specimen.

¢ When a patient’s colposcopy biopsy is benign, mild, or a biopsy was not performed a
LEEP would be considered a diagnostic procedure and would be covered under the
KWCSP.

¢ When a LEEP procedure is performed on a patient who had a colposcopy diagnosis of
HSIL the LEEP would be considered treatment and should be covered under the
BCCTP.

The NCM shall ensure that the patient begins the application process for the BCCTP after
receiving the colposcopy diagnosis of cancer or pre-cancer.

TREATMENT FOR PRE-CANCER/CANCER OF THE CERVIX

Patients that have been screened or diagnosed through the KWCSP or a KWCSP-designated
entity may be eligible for the Breast and Cervical Cancer Treatment Program (BCCTP) if
diagnosed with pre-cancer/cancer of the cervix (includes endocervical). For more information
and forms related to the BCCTP, please refer to their website by clicking here .

Below are some conditions that are considered pre-cancerous conditions when found on a
biopsy. If the patient receives one of these diagnoses or a diagnosis of cancer, she is eligible
for the BCCTP:

Cervical Pre-cancerous Conditions:

¢ High-grade squamous epithelial lesions (HSIL)
¢ Adenocarcinoma-in-Situ

For more in-depth information on enrolling patients in treatment through the BCCTP, see the
section BREAST/CERVICAL CANCER TREATMENT THROUGH MEDICAID’S BREAST AND
CERVICAL CANCER TREATMENT PROGRAM.
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Breast/Cervical Cancer Treatment Through Medicaid’s
Breast and Cervical Cancer Treatment Program (BCCTP)

Once awoman is screened or diagnosed through the KWCSP or a KWCSP-designated entity
and is found to have a biopsy-confirmed diagnosis of pre-cancer or cancer of the breast or
cervix, the NCM shall begin the application process for the BCCTP.

To be eligible for Medicaid’s BCCTP, an applicant or recipient shall be a citizen of the United
States, or a qualified legal alien who has not yet reached the age of 65 years (See also 907
KAR 20:005). When applying for Medicaid’s BCCTP, the LHD shall verify patient’s
identity/citizenship (driver’s license, birth certificate, patient statement/attestation), and shall
obtain their social security number. For more information about eligibility and/or required
documentation, visit the BCCTP website or contact the Department for Medicaid Services at:
1-800-635-2570.

To begin the application process, complete the Pre-Screening Eligibility Form, MAP-813B.
(MAP-813B cannot be completed online.) Then complete the paper application, MAP-813. A
signed and dated copy must be saved in the patient’s chart, the information can be transferred
to the online application, which is the one submitted to DMS. Once the online application is
submitted, A BCCTP Confirmation page will appear. This should be printed and given to the
clientto serve as her BCCTP card. The original signed/dated paper application, Pre-Screening
Eligibility Form, signed/dated copy of the electronic Confirmation Page, any proof of identity and
citizenship that was provided, and social security number should all be maintained in the
patient’s chart in the administrative section.

As stated on the Department for Medicaid Services BCCTP website, some patients may require
longer than the standard period of treatment and may be granted a Medicaid eligibility
extension. An eligibility extension form (MAP-813D, Breast and Cervical Cancer Treatment
Program Extension) can be obtained from the BCCTP website.

During the initial BCCTP application process, the NCM shall inform the patient to contact the
NCM two week prior to the end of her Medicaid eligibility period if her treatment plan will extend
past that eligibility period. Extension requests must be initiated by the treating physician. The
NCM will assist the physician in obtaining an extension form to complete on the patient’s behalf.

When extension request review is completed recipients will receive a notice of their new
eligibility status.

TREATMENT PROGRAM ELIGIBILITY INFORMATION

e A Pap test, mammogram, ultrasound, or MRI does not provide a definitive diagnosis of
pre-cancer or cancer. These are considered screening tests.

¢ Apatient must have a biopsy that confirms either a diagnosis of cancer or pre-cancer of
the cervix or breast for her to be eligible for the BCCTP.

e Cancer or pre-cancer of the vagina, vulva, labia, or uterine/endometrial lining do not
make a patient eligible for the BCCTP. The BCCTP is for cancer or pre-cancer
treatment of the breast or cervix for women screened or diagnosed through the KWCSP
or KWCSP-designated entity.

¢ Aresult of HSIL on a biopsy of the cervix (CIN 2 or greater) is required for a patient to
be considered eligible clinically for the BCCTP.
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Once the biopsy diagnosis is confirmed, the NCM will begin the process of ensuring that
an application is completed for the patient to be enrolled with Medicaid (BCCTP).

The NCM is responsible for initiating the BCCTP application when a final diagnosis has
been received and patient eligibility determined. Support staff at the LHD may assist or
perform the application process.

The NCM should inform the patient that she should return to the LHD if treatment has
ended, and her oncologist or other provider will no longer follow her for surveillance.
KWCSP can reimburse for breast/cervical cancer surveillance. The appropriate
contracted provider (e.g., surgeon, gynecologist) shall be contacted when surveillance
orders are needed. If the provider determines that cervical cancer surveillance should
include tests/procedures not found on the KWCSP list of approved CPT codes, the
NCM should contact the KWCSP staff for reimbursement approval. KWCSP staff can

be reached by sending an e-mail to: Colleen.Toftness@ky.gov .
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Tracking and Follow-Up Requirements

The local health department (LHD) is accountable for tracking KWCSP patients with abnormal
screening test results to ensure these women receive the necessary re-screening or diagnostic
follow-up services to reach a timely final diagnosis and begin treatment. This includes those
patients where the screening occurred in another program such as family planning, pediatrics or
pre-natal. Insured women with abnormal results should be referred to their primary care
physician/medical home for necessary follow-up. Each clinic site is responsible for assigning
this tracking responsibility to a Registered Nurse, Advanced Registered Nurse Practitioner, or
Licensed Practical Nurse. The nurse that assumes this responsibility is referred to as the Nurse
Case Manager (NCM).

Prior to assuming the role and responsibilities of NCM with the KWCSP, the nurse must
complete the following educational modules on TRAIN:

o Utilizing Kentucky’s Women’s Cancer Screening and Treatment Programs
(Course # 1095818)

¢ Utilizing Kentucky’s Clinical Service Guide: Women’s Cancer Screening
(Course # 1095816)

¢ Nurse Case Management for Women’s Cancer Screening Abnormal Results
(Course # 1095819)

¢ Follow-up Documentation for Women’s Cancer Screening Abnormal Results
(Course # 1095817)

TRAINING IN ADDITION TO MODULES FOR NEW NURSE CASE MANAGERS

When there is a staff change for the NCM position, the Nursing or Clinical Supervisor must
notify the Clinical Coordinator of the KWCSP as soon as possible by sending an e-mail to
Colleen.Toftness@ky.gov (preferred) or KWCSP@ky.gov . One-on-one training will be
provided to each new NCM by a KWCSP Nurse Consultant. This training may be provided by
webcast, telephonically, or in person.

BACKUP NURSE CASE MANAGERS

There must also be another RN, LPN, or APRN, a back-up NCM who is knowledgeable about
cancer screening follow-up and who is available to assume the NCM'’s role and responsibilities
in the event the NCM is absent for more than 7 calendar days. A timely diagnosis is crucial to
creating positive outcomes in cancer screening. Completion of the modules listed above are
also required of the backup NCM prior to assuming NCM duties; the one-on-one training is
optional.

NURSE CASE MANAGER DUTIES

Tracking and follow-up can be time consuming and therefore it is recommended that
professional and support staff work as a team toward this effort. The NCM is required to provide

patient contact, counseling, tracking and follow-up, while the support staff may assist the NCM
by scheduling appointments, obtaining records, and electronic entry of data. The NCM shall
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review all patient appointment arrangements and medical records to provide detailed

documentation of the Progress Notes of the patient’s medical chart. Administrative time is
imperative NCMs to meet program requirements. The NCM should assure that all aspects of
the case management process are appropriately documented in the patient’s service record.

The NCM must have an organized manual or electronic tracking system in place to assure that
patients receive appropriate and timely intervention. It is also strongly recommended that the
Case Management Form side of the WH-58 be used to assist staff with this required tracking
and follow-up.

It is the responsibility of the KWCSP NCM to contact the patient, surgeon, or oncologist to
ensure the patient has begun treatment for a cancer or pre-cancerous condition. The patient
must have had a service that either removed all of part of her cancer or received chemotherapy
or radiation to reduce her cancer for her treatment to be considered started. The NCM does not
continue to provide case management for treatment, once a patient is in the treatment program
(BCCTP). The patient’s care will be managed by her Kentucky Medicaid health care providers.
The NCM does not need to request treatment records. However, the NCM must document on
the CH-3 nursing notes, the type of treatment that began the patient’s care and the date that it
was performed. The NCM shall document the source of this information (doctor’'s name and
specialty, patient, etc.).

For further testing and management after the initial abnormal result, patients who qualify for
KWCSP should be case managed by the LHD according to program guidelines. However,
when a patient has a medical home, the patient may be referred to the primary care physician
for follow-up management, after the patient is informed of the abnormal test result and need for
follow-up. LHDs should have good communication with local medical home providers so that
each provider’s role and expectations are clear.

A flowchart outlining the case management guidelines can be found at the end of the Cancer
Screening/Follow-up section.

INFORMING THE PATIENT OF ABNORMAL RESULTS

Patients with an abnormal Pap test or mammogram result must be notified within 10 working
days from receipt of the abnormal test result or within 30 days from the test date (whichever
comes first) following this plan of action:

1. Whenever possible, the NCM shall contact the patient by telephone and have her come
to the clinic for face-to-face counseling for abnormal test results. Itis expected that the
clinic has emergency numbers for all “no home contact” patients. Guidance for “no
home contact” patients and minors is found in KRS 214.185.

2. When the patient comes into the LHD for counseling, test results and recommendations
for follow-up are reviewed with the patient, options discussed and a letter explaining the
result in writing is given to the patient. Arrangements for follow-up are then made (see
next section, “FOLLOW-UP FOR ABNORMAL TEST RESULTS”).

3. Ifthe NCMis unable to make verbal contact with the patient by phone, then an attempt
to contact the patient by letter, on the same day as the unsuccessful phone call, is
necessary. The letter shall inform the patient about the abnormal test result with
instructions to contact the NCM at the LHD.

4. If the patient does not respond within 10 working days after the letter is mailed, the
nurse shall then send a certified letter to the patient informing her of her abnormal test
results with instructions to contact the LHD.
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Once the above has been completed with no response then it is appropriate to
document the patient as lost to follow-up.

FOLLOW-UP FOR ABNORMAL TEST RESULTS

All patients with abnormal lab tests need follow-up. Patients who meet eligibility criteria for
KWCSP must be referred according to program guidelines to contracted specialists for further
testing/evaluation. Other patients may have a medical home (regular source of medical care)
outside of the LHD. The patient’s medical home/PCP can be determined at registration.

Medical homes may include private physicians, Primary Care Centers, FQHCs and Community
Health Centers. These providers will be responsible for arranging and providing follow-up care
for their patients. Each local health department should maintain open communication with
primary care providers in their area to be sure there is agreement on roles and expectations for
follow-up of patients with abnormal results.

FOLLOW-UP ARRANGEMENTS FOR KWCSP-ELIGIBLE PATIENTS

1.

The NCM will schedule an appointment for the patient with a KWCSP contracted
provider for the appropriate follow-up testing or evaluation. A referral letter and reports
of the abnormal test results are sent to the contracted provider who will be seeing the
patient.

The NCM tracks to see that the patient showed for the appointment and documents the
visit in the patient’s chart.

The NCM collects reports from the contracted provider and makes arrangements for
further diagnostic testing as ordered.

If the patient does not keep an appointment for a scheduled consult appointment,
diagnostic procedure, treatment, or follow-up/ repeat Pap, a certified letter will be sent to
the patient within 10 working days of the missed appointment. No further follow-up
tracking is needed for these patients. If the patient reschedules a missed appointment
after receiving a certified letter and then does not keep that appointment, a second
certified letter is not necessary.

All attempts of patient contact shall be documented in the progress notes (CH3A)

If the patient is a minor with a potentially life-threatening test result (includes a “HSIL” or
“ASC-H’ result on a Pap test or “Suspicious Abnormality” or “Highly Suggestive of
Malignancy” mammogram (or other breast imaging) and cannot be contacted, the
parent or guardian must be contacted. Minors shall be made aware of this policy at the
screening visit.

FOLLOW-UP ARRANGEMENTS FOR PATIENTS WITH A MEDICAL HOME

1.

The NCM will schedule an appointment for the patient with their Primary Care Provider
(PCP) for the appropriate follow-up testing or evaluation. A referral letter and reports of
the abnormal test results along with past pertinent abnormal cervical cancer
screening/diagnostic tests and results are sent to the PCP who will be seeing the
patient. Document in the progress notes (CH3A) all transfer of care actions provided for
the patient.
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Note: It is imperative that the PCP is informed of any of their patient’s abnormal test
results. This will allow the PCP to assure that the patient receives the appropriate
follow-up care.

2. Ifthe patientis a minor with a potentially life-threatening test result (includes a “HSIL” or
“ASC-H" result on a Pap test or a “Suspicious Abnormality” or “Highly Suggestive of
Malignancy” mammogram (or other breast imaging) and cannot be contacted, the
parent or guardian must be contacted. Minors shall be made aware of this policy at the
screening visit.

3. Allattempts of contact with the patient and the PCP shall be documented in the
patient’s progress notes (CH3A).

OTHER SITUATIONS

Patients who are not KWCSP-eligible and do not have a medical home: LHDs may screen
some patients who are not eligible for KWCSP and do not have a medical home. Efforts should
be made to find the patient a medical home. If that is not possible, then the LHD may manage
these patients following KWCSP protocols and providers. Efforts should be made to find other
resources for financial assistance in these circumstances as they would not be covered by the
KWCSP.

Work-up Refused: This occurs when a patient has been notified and counseled (by phone or in
person) regarding an abnormal result and either fails to deep a referral appointment for

diagnostics/treatment or verbalizes her desire not to seek follow-up. The date of final contact
should be noted in the service record (CH3A) and on the data collection form side of the WH-58.

Lost to Follow-up: This occurs when unable to inform and counsel the patient, either by phone
or in person, regarding an abnormal test result. The date of the final contact attempt should be
noted in the service record (CH3A) and on the data collection form side of the WH-58.
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Accepting Referrals/ Follow-up Referral Requirements

Healthcare providers should be encouraged to refer uninsured women to the LHD as soon as
possible to determine eligibility for the KWCSP. In the event a KWCSP-eligible woman presents
to the LHD for cancer-screening services, but has had a physical examination within the past 12
months that include CBE, pelvic exam and Pap test from another healthcare provider, the
following are requirements of the KWCSP:

¢ The woman must meet the eligibility requirements of the program and provide consent
for services.

e The patient is responsible for bringing her records at the time of the visit or having them
sent to the LHD prior to the visit. This will enable the LHD provider to assess if all the
minimum requirements were met. These records of the Pap test result as will as any
other pertinent laboratory work, such as stool for occult blood, hemoglobin, blood sugar,
and cholesterol results. (A note from a physician such as “normal CBE, needs
mammogram” is not acceptable for medical record documentation).

¢ The comprehensive health history form must be completed and reviewed with the
patient. The height, weight, BMI and blood pressure should be obtained and recorded.

¢ Ifthe physical examination portion of the visit was completed elsewhere (within the past
12 months) the nurse or clinician shall document on the physical exam form “See
incoming records for the physical examination.”

¢ |f the provider has failed to provide documentation of any of the minimal requirements
on the patient, the LHD is responsible for completing these components prior to referral
for screening or diagnostic services.

¢ ltis the responsibility of the LHD to educate providers as to the minimal referral
requirements of the program in order to accept patients for screening and possibly
follow-up diagnostic services.
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MEDICAL EMERGENCIES

LHDs should be prepared for medical emergencies, particularly, life-threatening drug reactions.
Established procedures, adequate and properly maintained equipment, and appropriately trained staff are
essential.

Protocols for emergency care for anaphylactic reactions and management of vasovagal reactions
and syncope should be signed by a local physician and a copy kept with the emergency supplies.
If the LHD stocks an Automated External Defibrillator (AED) device, it must develop and maintain
local policies on its use and maintenance.

LHD prepared for more extensive emergency measures must develop and maintain local policies
to guide staff.

Emergency equipment, supplies, and medications should be maintained on a “crash” cart or
emergency tray.

An inventory list is to be kept with the crash cart or emergency tray and monitored monthly
according to an established schedule to ensure that they are not depleted or expired. Emergency
supplies should be sealed when not in use.

All physicians, clinicians and nurses should be current in Basic Life Support (BLS).

All staff should be offered the opportunity to participate in Basic Life Support (BLS) trainings.

At a minimum, all staff must know their role in an emergency.

All staff should have access to the Poison Control phone number, 1-800-222-1222 and it should
be posted in a prominent place.
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EMERGENCY EQUIPMENT, SUPPLIES AND MEDICATIONS
Inventory List*
(Latex-free equipment and supplies are recommended)

¢ AMBU bag-1 Adult and 1 Pediatric unit (Latex-free). Physical integrity checked monthly and
replaced per manufacturer’'s recommendations.

¢ One-way masks-1 Adult and 1 Pediatric unit (Latex-free). One replacement piece for each mask.

¢ Sphygmomanometer, age appropriate, example: pediatric, adult, extra-large-serviced according
to manufacturer’'s recommendations.

e Stethoscope

¢ Flashlight and extra batteries

¢ Oxygen tank with mask-monthly checks. Static checks and service per manufacturer’s
recommendations. See Hydrostatic Test Dates for Oxygen Cylinders below.

¢ Syringes and needles of various sizes, including filtered needles for use with glass ampules.

¢ Alcohol swabs or sponges

e  Gloves of various sizes, Latex-free

e Aqueous epinephrine (1:1000); in either prefilled syringe, EpiPen® Auto-Injectors (0.3 mg) and
EpiPen® Jr (0.15 mg) Auto-Injectors, or ampules; at least 4 but more for medically isolated
clinics). DO NOT BUY 30mL vials of aqueous epinephrine.

¢ Diphenhydramine hydrochloride (HCL) (Benadryl® elixir) Liquid (Each 5 mL contains 12.5mg of
Diphenhydramine HCL); Diphenhydramine hydrochloride (Benadryl® Injection) 50 mg/mL in
ampules, disposable syringes, or vials, (a minimum of 4)

¢ Naloxone hydrochloride (NARCAN) Nasal Spray single-dose intranasal spray containing 2 mg or
4 mg of naloxone hydrochloride in 0.1 mL or Naloxone hydrochloride (NARCAN) auto injector 2
mg Injection: 2 mg/0.4 mL naloxone hydrochloride solution in a pre-filled auto-injector.

e  Poison Control phone number 1-800-222-1222
Find Your Local Poison Center: http://www.aapcc.org/dnn/AAPCC/FindLocalPoisonCenters.aspx

¢ Kentucky Regional Poison Center
Medical Towers South, Suite 847
234 East Gray Street
Louisville, KY40202
Emergency Phone: (800) 222-1222
http://www.krpc.com/

¢ Emergency equipment, supplies and medications inventory list with log of monthly
reviews/inventory

¢ Emergency protocols signed by a local physician or LHD medical director

*A copy of the Emergency Equipment, Supplies, and Medication’s list is to be placed on the crash cart,
emergency tray, or off-site emergency kits with a copy of the current signed protocols.

LHDs may develop modified equipment lists and modified emergency and anaphylactic shock protocols
for off-site service or alternate service delivery sites. These should, at a minimum, include epinephrine
and diphenhydramine hydrochloride, as well as access to a phone to summon emergency personnel
(911).
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CHECKING OXYGEN CYLINDERS
Identify which cylinder you have (Figure A or B below) and determine which directions you need to
follow. Direction/step numbers pertain to numbers on the figures below.
Check to be certain regulator is hand-tight on neck of cylinder (Figure A only).
Adjust flowmeter dial to “0”. (If equipped with flowmeter dial.)
Open oxygen cylinder by turning toggle or key to the left (Figure A only). Figure B cylinder does not
need to be opened.
Note the position of the indicator on the regulator dial. Just above or in the red area on the dial
indicates the cylinder should be refilled. 500 psi or greater indicates sufficient oxygen for at least
one patient use.
Record psi indication with date on a maintenance checklist (if available).
Close oxygen cylinder by turning toggle or key to the right (Figure A only).
Bleed pressure out of the regulator by turning the flowmeter dial to its highest possible setting
(Figure A only).
Once the sound of pressure releasing is no longer heard, turn the flowmeter dial to “0” (Figure A
only).

FIGURE A FIGURE B

[B5]
(¥ 1]

i

[{Shown without regulator)

Important Notes re: O2 cylinders:

Oxygen cylinders should never be stored with pressure in the regulator or with the flowmeter set at
any other value than “0”. If stored with pressure in the regulator, the integrity of the system may be
compromised, and the tank could leak. A flowmeter storage value of other than “0” will also cause
leakage.

Connections to oxygen delivery devices should also be checked monthly.

Always turn your oxygen cylinder on, check for adequate volume and properly prepare your
delivery device before delivering oxygen to the patient!!

Oxygen Cylinder Markings

Oxygen cylinders are marked to designate the type of cylinder, maximum fill pressure, hydrostatic test
date, inspector, manufacturer, and serial number. The marking is normally stamped into the shoulder of
the cylinder. The hydrostatic test date and inspector mark indicate when the cylinder was last tested and
who tested the cylinder. Most oxygen cylinders are required to be tested every 5 years. This test ensures

the cylinder can safety hold the maximum fill pressure. There are two other markings which are
sometimes found on these cylinders. The plus (+) sign located after the test date designates that the
cylinder can be filled to 10% above the pressure stamped on the cylinder. The five-pointed star in the
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same location designates that the hydrostatic test date has been extended an additional 5 years. A

cylinder with a five-pointed star would need to be tested every 10 years.

Examples
Vertical Alignment:
DOT-3AA 2015
1234567
XY Corp
8®08 +
Horizontal Alignment:
DOT-3AA 2015 1234567 XY Corp 8 ® 08 +
DOT = Department of Transportation
3AA = Seamless alloy-steel cylinder
2015 = 2015 psig fill pressure
1234567 = Serial number of cylinder
XY Corp = Manufacture of cylinder
8 ® 08 = Month and Year, in this example, August 2008, the symbol of the inspector is
commonly placed between month and year (® used as example only)
+ = Cylinder maximum fill pressure can be 10% above 2015 psig or 2216.5 psig
= Cylinder may be tested every 10 years versus the standard 5 years

MARKING REQUIREMENTS
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& Q 55@0 @
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Typical Oxygen Cylinder Markings Locations

Example Commercial Oxygen Cylinder Label

CGA Pamphlet C-9, Standard Color Marking of Compressed Gas Cylinders Intended for
Medical Use states the color for oxygen cylinders is green. No other gas should be placed in a
cylinder designated for oxygen. It is a safe practice to validate the contents of cylinders with an
oxygen analyzer before use. This will validate both content and concentration. Most cylinders
filled by commercial sources will also have a label indicating the contents and an oxidizer or fire
warning. These labels should not be removed or covered by other labels or markings.

Oxygen Delivery Standards

Low-Flow Oxygen Delivery Standards

Age Method Flow Rate
Nasal cannula 1-6 L/minute
Adult
Simple face mask 6-10 L/minute
Non-rebreather mask 15 L/minute

Children >2 years

Nasal cannula

0.125 -4 L/minute

Simple face mask

4-10 L/minute

Children <2 years

Nasal cannula

0.125 -2 L/minute

Simple face mask

4-10 L/minute
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MEDICAL EMERGIENCIES PROTOCOL*
For various reasons in a LHD setting, a patient may complain of feeling “light-headed”, “faint”, or actually
“passing out”. This may be as simple as a reaction to certain sensory stimuli, real or perceived pain, or
sudden changes in position or as severe as an acute medical condition, such as cardiac arrest or other
life-threatening conditions.

Condition Intervention

¢ ABC’s (Airway, Breathing, Circulation)
Syncope/Vasovagal Reaction ¢ Place patient in supine position and loosen clothing
¢ Elevate lower extremities 20 degrees
“light-headed-fainting” «  Monitor and record vital signs
) ) ¢ Document all findings and actions in patient’'s medical
Response to patient is usually record
immediate when measures are ¢ Question patient after episode about feelings prior to
taken. syncope and whether this is an isolated event or “usual
response” to certain stimuli
¢ Advise patient to report this to their primary care
provider for further investigation
¢ ABC’s (Airway, Breathing, Circulation)
Suspected Severe, Acute Medical e  Call for staff assistance
Condition including cardiac arrest, ¢ Maintain AIRWAY, provide CPR if necessary
shock, hemorrhage, and/or o glc?t%?n%atient in supine position and loosen

aspiratory difficulties
o  Monitor and record vital signs
¢ Call 911 or local Emergency Medical Services
immediately (preferably have someone notinvolved in
direct patient care make the call)

*Place a copy of this protocol on the crash cart, emergency tray with the Emergency Equipment, Supplies
and Medications Inventory List and the Treatment of Anaphylactic Shock Protocol. Modified emergency
and anaphylactic shock protocols may be developed locally for off-site service.
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¢ Generalized
urticaria (hives)

¢ Swellingoflips,
face, tongue,
eyelids, hands,
feet, or genitalia

¢ Vomiting, diarrhea,
and/or abdominal
pain

Condition | Observation/Assessment Intervention (Mild and Moderate Reactions)
MILD ¢  Generalized flush ABC'’s (Airway, Breathing, Circulation)
REACTION * Red, itchy, eyes Call 911 or local Emergency Medical Services
(Mayrapidly ¢ ltching at the immediately (preferably have someone not
progress to injection site or involved in direct patient care make the call)
a more other body sites Place patient in supine position
server ¢ Localized to Monitor vital signs
reaction) generalized Give OXYGEN by mask if any respiratory
urticaria (hive) symptoms are present per the low-flow oxygen
¢ Vomiting, deliver standards.
abdominalpain o Special instructions™ for Oy, if given
(flow rate, Ipm)
FIRST-LINE TREATMENT: GIVE AGE AND
MODERATE ¢ Mildtomoderate WEIGHT APPROPRIATED DOSES OF
REACTION wheezing EPINEPHRINE, intramuscularly preferable in the
e Coughing anterolateral thigh (See Table 1). Repeat every 5-
¢ Complains of 15 minutes, up to 3 doses, depending on patient’s
generalized response.
itching, itching SECONDARY TREATMENT: As an adjunct to
throat epinephrine, give weight or age-appropriate

doses of diphenhydramine HCL orally or
intramuscularly (See Table 2 or Table 3). DO
NOT GIVE diphenhydramine HCl to infants aged
less than 7 months
Continue to observe for change in symptoms
(lessening or worsening)
Maintain accurate emergency flow sheet showing:

o Date

o  Time of occurrence

o Vital signs

o Medication(s)-time, dosage, response,
administration by name
Immediate therapy
Disposition of patient-transfer for further
emergency care ASAP
Send copy of summary of emergency treatment
with patient with written assessment of patient’s
condition at time of transfer
Document all measures taken in patient’ medical
record and place allergy label on front of patient’s
medical record if applicable. Advise patient
(parent) about the drug or trigger that may have
caused reaction.
Advise patient(parent) to report reaction to their
primary care provider.

o O

*Place a copy of this protocol on the crash cart, emergency tray with the Emergency Equipment, Supplies
and Medications Inventory List and the Treatment of Anaphylactic Shock Protocol. Modified emergency
and anaphylactic shock protocols may be developed locally for off-site service.

**Oxygen flow rates, particularly for infants and children, depend upon the equipment available. LHDs
should consult the equipment manufacturer for relevant information and annotate protocols with the
appropriate oxygen flow rates.
https://www.redcross.org/content/dam/redcross/uncategorized/6/CPro_PM _digital.pdf
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PROTOCOL FORTREATMENT OF ANAPHYLAXIS*

Condition | Observation/Assessment Intervention (Severe Reactions)
SEVERE ¢ Anxiety o ABC’s (Airway, Breathing, Circulation)
REATION e Shortnessof e Call 911 or local Emergency Medical Services
Breath immediately (preferably have someone not involved
¢  Severe wheezing in direct patient care make the call)

e Progressive ¢ Place patient in supine position and loosen clothing
swelling of lips, o Elevate legs 20-30 degrees if tolerated
face, tongue, o Elevate head if breathing is difficult
eyelids, hands, e Monitor pulse and respirations, mental status q1-2
feet, or genitalia minutes

¢ Progressive o Monitor BP if aged 3 years and older
generalized o  Give OXYGEN by mask if any respiratory symptoms
urticaria (hives) are present per the low-flow oxygen deliver

¢ Restlessness standards.

* Headache o Special instructions** for O, if given

e Vomiting (flow rate, Ipm)

* Incontinence ¢ FIRST-LINE TREATMENT: GIVE AGE AND

e Cyanosis WEIGHT APPROPRIATED DOSES OF

¢ Confusion EPINEPHRINE, intramuscularly preferable in the

¢ Weak andrapid anterolateral thigh (See Table 1). Repeat every 5-15
pulse minutes, up to 3 doses, depending on patient’s

¢ Hypotension response.

¢  Shock ¢ SECONDARY TREATMENT: As an adjunct to

e Unconsciousness epinephrine, give weight or age-appropriate doses

of diphenhydramine HCL orally or intramuscularly
(See Table 2 or Table 3). DO NOT GIVE
diphenhydramine HCI to infants aged less than 7
months
¢ Initiate cardiopulmonary resuscitation if necessary
¢ Maintain accurate emergency flow sheet showing:

o Date
o Time of occurrence
o Vital signs

Medication(s)-time, dosage, response,
° administra‘%n by nameg P
Immediate therapy

Di ition of patient-transfer for furth
° Diposiion i palignstrorfuther

o Send copy of summary of emergency treatment with
patient with written assessment of patient’s
condition at time of transfer

¢ Document all measures taken in patient’ medical
record and place allergy label on front of patient’s
medical record if applicable.

o

*Place a copy of this protocol on the crash cart, emergency tray with the Emergency Equipment, Supplies
and Medications Inventory List and the Treatment of Anaphylactic Shock Protocol. Modified emergency
and anaphylactic shock protocols may be developed locally for off-site service.

**Oxygen flow rates, particularly for infants and children, depend upon the equipment available. LHDs
should consult the equipment manufacturer for relevant information and annotate protocols with the
appropriate oxygen flow rates.
https://www.redcross.org/content/dam/redcross/uncategorized/6/CPro_PM _digital.pdf
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Table 1: Dosages for Epinephrine

Administered Intramuscularly--The recommended dose of epinephrine is 0.01 mg/kg body weight.
Repeat every 5-15 min. up to 3 doses, depending on patient’s response.

Epinephrine Dose:

Range of Range of
Age Group (I;/xﬁ:?dg)* (Ki\l/c\>/erlgr|:1ts)* 1 mg/ml injectable Auto-Injector
9 (1:1000 dilution) (EpiPen)
Intramuscular (IM)
Min. dose: 0.05 mL
1-6 months 9-19 Ibs. 4-8.5kg 0.05 mL (or mg) Off label
Infants
and 7-36 months 20-32 Ibs. 9-14.5kg 0.1 mL (or mg) Off label
Children
37-59 months 33-39 Ibs. 15-17.5kg 0.15 mL (or mg) 0.15mg
5-7 years 40-56 Ibs. 18-25.5kg 0.2-0.25 mL (or mg) 0.15mg
8-10 years 57-76 Ibs. 26-34.5 kg 0.25-0.3 mLt (or mg)| 0.15mgor0.3
mg
11-12 years 77-99 Ibs. 3545 kg 0.35-0.4 mL (or mg) 0.3mg
Teens
13-18 years 100+ Ibs. 46+ kg 0.5mL (or mg) ¥ 0.3mg
Adults +> 19 years 100+ Ibs. 46+ kg 0.5mL (ormg) 0.3mg

Note: If body weight is known, then dosing by weight is preferred. If weight is not known or readily
available, dosing by age is appropriate.

*Rounded weight for infants, children, and teens at the 50th percentile for each age range
T Maximum dose for children
T Maximum dose for teens and adults
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Table 2: Dosages for Diphenhydramine HCL (Benadryl)

Administered Orally-The recommended dose of diphenhydramine HCL is 1-2mg/kg body weight

Diphenhydramine HCL Dose

Range of Range of 12.5 mg/5mL liquid
Age Group Weight Weight
(Pounds)* (Kilograms)* mg mL
1-6 months 9-19 Ibs. 4-85kg NA NA
Infants
and 7-36 months 20-32 Ibs. 9-14.5kg 10 mg-20 mg 4 mL-8 mL
Children
37-59 months 33-39 Ibs. 15-17.5kg 15 mg-30 mg 6 mL-12 mL
5-7 years 40-56 Ibs. 18-25.5kg 20 mg-30 mg 8 mL-12 mL
8-12 years 57-99 Ibs. 26-45 kg 30 mgt 12 mLt
Teens 13-18 years 100+ Ibs. 46+ kg 50 mgt 20 mLt
Adults +> 19 years 100+ Ibs. 46+ kg 50 mgt 20 mLt

Note: If body weight is known, then dosing by weight is preferred. If weight is not known or readily
available, dosing by age is appropriate.

*Rounded weight for infants, children, and teens at the 50th percentile for each age range

1 Maximum dose for children
1 Maximum dose for teens and adults
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Table 3: Dosages for Diphenhydramine HCL (Benadryl)

Administered Intramuscularly--The recommended dose of diphenhydramine HCL is 1-2 mg/kg

body weight.
Diphenhydramine HCL Dose
Range of Range of 50 mg/mL injectable
Age Group Weight Weight
(Pounds)* (Kilograms)* mg mL
1-6 months 9-19 Ibs. 4-8.5kg NA NA
Infants
and 7-36 months 20-32 Ibs. 9-14.5kg 10 mg-20 mg 0.2mL-0.4 mL
Children
37-59 months 33-39 Ibs. 15-17.5kg 15 mg-30 mg 0.3 mL-0.6 mL
5-7 years 40-56 Ibs. 18-25.5kg 20 mg-30 mg 0.4 mL-0.6 mL
8-12 years 57-99 Ibs. 26-45 kg 30 mgt 0.6 mLt
Teens 13-18 years 100+ Ibs. 46+ kg 50 mgt 1 mLE
Adults +> 19 years 100+ Ibs. 46+ kg 50 mgt 1 mLE
Note: If body weight is known, then dosing by weight is preferred. If weight is not known or readily
available, dosing by age is appropriate.
*Rounded weight for infants, children, and teens at the 50th percentile for each age range
1 Maximum dose for children
T Maximum dose for teens and adults
Emergencies 12 July 2022




Naloxone (Intramuscular/subcutaneous)*

Indications

Naloxone is an opioid antagonist indicated for the emergency treatment of known or suspected opioid
overdose, as manifested by respiratory and/or central nervous system depression.
¢ Naloxone is intended for immediate administration as emergency therapy in settings where
opioids may be present.
¢ Naloxone is not a substitute for emergency medical care. When in doubt, if an individual is
unresponsive and an opioid overdose is suspected, administer naloxone as quickly as possible
because prolonged respiratory depression may result in damage to the central nervous system or
death but do not delay life-saving interventions.
¢ Call 911 to activate EMS immediately after administering the first dose of naloxone.

Signs and Symptoms of Opioid Overdose
All LHD nurses should be trained on how to recognize the signs and symptoms of an opioid overdose
requiring the use of naloxone. Symptoms may include but are not limited to the following:

o Extreme sleepiness (inability to awaken verbally or upon tactile stimulation)

¢ Slow to shallow respirations in drowsy or a patient that cannot be awakened

e Snoring or gurgling sounds (due to partial upper airway obstruction)

¢ Cyanosis of the lips/fingernails

o Extremely small “pinpoint” pupils

e  Slow heart rate and/or low blood pressure

Signs of Overmedication (may progress to overdose)
e Unusual sleepiness
o Drowsiness or difficulty staying awake with loud verbal stimulus or tactile stimulation
¢ Mental confusion
e  Slurred speech
¢ Intoxicated behavior
¢ Slow or shallow respirations
o Extremely small “pinpoint” pupils, although normal size pupils DO NOT exclude opioid overdose
e Slow heart rate
e Low blood pressure

Itis important to note that not all signs and symptoms may be present during an opioid overdose. If the
individual is not responsive to aggressive verbal and tactile stimulation-ACT PROMPTLY!

¢ CALL OUT FOR HELP

¢ CHECKFOR BREATHING

o CALL 911 IMMEDIATELY

¢ GET THE NALOXONE

Dosage and Intramuscular Administration:
¢ Naloxone Intramuscular Injection 0.4mg/1mL single dose vial:
2 single dose vials and 2 syringes (3 mL syringe with 23- or 25-gauge 1-inch needles)
¢ Naloxone Intramuscular Injection 1 mg/mL, 2 mL single dose disposable Luer-Jet™ Luer-
Lock Prefilled Syringe
Adult (> 17 years) Naloxone HCL 0.4mg/1mL-2 mg IM/SQ. May repeat every 3 minutes until desired
response, breathing returns or EMS arrives. If no response is observed after 10 mg of naloxone
hydrocholoride have been administered, question opioid toxicity.
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Child/Adolescent (5-17 years; > 20 kg) 0.01mg/kg/dose IM/SQ. May repeat every 3 minutes until desired
response, breathing returns, or EMS arrives.

Infants and Children (< 5 years; < 20 kg) 0.1 mg/kg/dose IM/SQ; may require repeated doses to prevent
recurrent apnea. FDA-approved labeling recommends 0.01 mg/kg/dose IM, or subcutaneously every 2 to
3 minutes until the desired response is obtained, breathing returns, or EMS arrives.

Preparing naloxone in a vial:

Remove cap from the vial (do not touch the rubber stopper on the top of the vial).

Remove the cap from the syringe (be careful not to touch the needle).

Insert the needle into the vial and turn the vial upside down.

Pull the entire contents of the vial into the syringe.

Take the syringe out of the vial (carefully — do not touch the needle). Attempt to remove all of the

large air bubbles from the syringe.

Wipe chosen injection site with alcohol swab prior to needle insertion.

Syringe should be inserted at a 90-degree angle.

Inject the contents of the syringe into the upper arm or thigh.

Carefully pull needle from the site. Some syringes have a safety covering that can shield the

needle to prevent an accidental needle stick.

10. Never recap the needle.

11. Dispose of used syringe properly (sharps container or hard plastic container).

a. Other option for disposal — give used syringe and vial to EMS when they arrive.

12. May repeat every 3 minutes until breathing returns or EMS arrives. When person begins to
breathe, wake up, or vomit, place person on his/her side in the recovery position. Make sure to
put space between you and the individual to protect yourself.

aorwd =
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Preparing naloxone in pre-filled syringe:
1. Open the box and pull out the pre-filled 1mL syringe
2. Attach the 1-1 %2 inch needle to the syringe
3. Remove the safety cap on the needle
4. Quickly push the needle straight down into the outer mid-thigh muscle, through the clothes if
necessary
Inject the contents of the syringe into the muscle
Carefully pull needle from the site. Some syringes have a safety covering that can shield the
needle to prevent an accidental needle stick.
Never recap the needle.
Dispose of used syringe properly (sharps container or hard plastic container).
Other option for disposal — give used syringe and vial to EMS when they arrive.
0. May repeat every 3 minutes until breathing returns or EMS arrives. When person begins to
breathe, wake up, or vomit, place person on his/her side in the recovery position. Make sure to
put space between you and the individual to protect yourself.

o o

= © o

ASSURE 911 HAS BEEN CALLED and that EMS has been activated.

STAY WITH THE PERSON AND MONITOR AND INTERVENE FOR RESPIRATORY DISTRESS.
Provide rescue breathing as necessary if there is no breathing or breathing continues to be shallow,
lay the person on their back and continue to perform rescue breathing while waiting for the naloxone
to take effect, the person breathes for themselves, or EMS arrives. If they are breathing on their own,
place them in the recovery position, on their side and support the body with one bent knee with the
face turned to the side.

REPEAT NALOXONE ADMINISTRATION IF SYMPTOMS CONTINUE. The duration of action of

most opioids is likely to exceed the 30-90 minutes that naloxone will be effective, resulting in a return
of respiratory and/or central nervous system depression, even after an initial improvement in
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symptoms. If the desired response is not obtained after 2 or 3 minutes, another dose of naloxone may
be administered if available.

Contraindications

Naloxone HCL is contraindicated in patients known to be hypersensitive to naloxone hydrochloride or
to any of the other ingredients.

Warnings and Precautions

¢ Due to the duration of action, keep the patient under continued surveillance and repeated doses
of naloxone should be administered, as necessary, while awaiting emergency medical
assistance.

o  Other supportive and/or resuscitative measures may be helpful while awaiting emergency
medical assistance.

¢ Reversal of respiratory depression by partial agonists or mixed agonists/antagonists such as
buprenorphine and pentazocine, may be incomplete.

¢ Use in patients who are opioid dependent may precipitate acute abstinence syndrome.

o Patients with pre-existing cardiac disease or patients who have received medications with
potential adverse cardiovascular effects should be monitored in an appropriate healthcare setting

¢ In neonates, opioid withdrawal may be life-threatening if not recognized and properly treated.

Adverse Reactions

¢ The following adverse reactions have been identified during use of naloxone hydrochloride in the
post-operative setting: Hypotension, hypertension, ventricular tachycardia and fibrillation,
dyspnea, pulmonary edema, and cardiac arrest. Death, coma, and encephalopathy have been
reported as sequelae of these events.

¢ Excessive doses of naloxone hydrochloride in post-operative patients have resulted in significant
reversal of analgesia and have caused agitation.

e Abrupt reversal of opioid effects in persons who were physically dependent on opioids has
precipitated signs and symptoms of opioid withdrawal including: body aches, fever, sweating,
runny nose, sneezing, piloerection, yawning, weakness, shivering or trembling, nervousness,
restlessness or irritability, diarrhea, nausea or vomiting, abdominal cramps, increased blood
pressure, tachycardia.

¢ Inthe neonate, opioid withdrawal signs and symptoms also included: convulsions, excessive
crying, hyperactive reflexes.

Storage and Handling
¢ Store naloxone at controlled room temperature 15°C to 25°C (59°F to 77°F) and in a dark area.
¢ The naloxone should be checked monthly to ensure proper storage, expiration date, and
medication stability. Expired naloxone or those with discolored solution or solid particles should
not be used. Discard them in a sharp’s container.

¢ Local health department clinical staff should be familiar with the type of naloxone maintained by
their agency and its use.

¢ Local health department clinical staff should_refer to the package insert for the naloxone used in
their facility and store naloxone hydrochloride according to the individual manufacturer’s direction

*Place a copy of this protocol on the crash cart, emergency tray with the Emergency Equipment, Supplies
and Medications Inventory List and the Treatment of Anaphylactic Shock Protocol. Modified naloxone
protocols may be developed locally for products not covered in this protocol.

Emergencies 15 July 2022



ZIMHI (High Dose Naloxone HCL Intramuscular/subcutaneous)*

Indications
Naloxone is an opioid antagonist indicated for the emergency treatment of known or suspected opioid
overdose, as manifested by respiratory and/or central nervous system depression.
¢ Naloxone is intended for immediate administration as emergency therapy in settings where
opioids may be present.
¢ Naloxone is not a substitute for emergency medical care. When in doubt, if an individual is
unresponsive and an opioid overdose is suspected, administer naloxone as quickly as possible
because prolonged respiratory depression may result in damage to the central nervous system or
death but do not delay life-saving interventions.
¢ Call 911 to activate EMS immediately after administering the first dose of naloxone.

Signs and Symptoms of Opioid Overdose
All LHD nurses should be trained on how to recognize the signs and symptoms of an opioid overdose
requiring the use of naloxone. Symptoms may include but are not limited to the following:

¢ Extreme sleepiness (inability to awaken verbally or upon tactile stimulation)

¢  Slow to shallow respirations in drowsy or a patient that cannot be awakened

e Snoring or gurgling sounds (due to partial upper airway obstruction)

¢  Cyanosis of the lips/fingernails

o Extremely small “pinpoint” pupils

¢  Slow heart rate and/or low blood pressure

Signs of Overmedication (may progress to overdose)
e Unusual sleepiness
¢ Drowsiness or difficulty staying awake with loud verbal stimulus or tactile stimulation
¢ Mental confusion
e  Slurred speech
¢ Intoxicated behavior
¢ Slow or shallow respirations
¢ Extremely small “pinpoint” pupils, although normal size pupils DO NOT exclude opioid overdose
¢  Slow heart rate
¢ Low blood pressure

Itis important to note that not all signs and symptoms may be present during an opioid overdose. If the
individual is not responsive to aggressive verbal and tactile stimulation-ACT PROMPTLY!

¢ CALL OUT FOR HELP

¢ CHECKFOR BREATHING

o CALL 911 IMMEDIATELY

¢ GET THE NALOXONE

Dosage and Intramuscular Administration:
ZIMHI Naloxone HCL Injection 5 mg/0.5 mL single-dose, one prefilled syringe per case

Adult/Pediatric; Naloxone HCL 5mg/0.5 mL IM/SQ. May repeat every 3 minutes until desired response,
breathing returns or EMS arrives.

Dosing in Pediatric Patients under Age One Year: In pediatric patients under the age of age, pinch the
thigh muscle while administering ZIMHI.

ZIMHI is intended to be administered by individuals 12 years of age or older. Younger individuals or those
with limited hand strength may find the device difficult to use.
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ZIMHI is light sensitive. Store ZIMHI in the outer case provided to protect it from light.

Do not attempt to reuse ZIMHI. Each ZIMHI contains a single dose of naloxone hydrochloride for single-
dose injection.

Syringe barrel

Removable

needle cap Plunger

Ao
ybiy L
ul
a|paaN
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Safety guard Solution window

Administer ZIMHI according to the Instructions for Use and the printed instructions on the device label:
1. Place the patient in the supine position.
2. Inject ZIMHI intramuscularly or subcutaneously into the anterolateral aspect of the thigh with the
needle facing downwards. Inject through clothing if necessary.
3. Embed the needle completely before transferring the thumb to the syringe plunger.

4. Immediately after injection, using one hand with fingers behind the needle, slide the safety guard
over the needle. Do not use two hands to activate the

safety guard. Safety Guard

5. Never put thumb, fingers, or hand over the exposed needle. Failure to follow these instructions
may result in a needlestick injury. If an accidental needlestick occurs, get medical help
immediately [see Warnings and Precautions.
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Do NOT attempt to re-cap the needle with the needle cap once it has been removed.

Place the patient in the lateral recumbent position (recovery position).

8. ZIMHI must be used and/or properly disposed of as described below once the protective cap
covering the needle is removed.

9. Putthe used syringe into the blue case, close the case, and proper disposal.

~

https://zimhi.com/wp-content/uploads/2022/05/ZIMHI_Instructions-for-Use.pdf

ASSURE 911 HAS BEEN CALLED and that EMS has been activated.

STAY WITH THE PERSON AND MONITOR AND INTERVENE FOR RESPIRATORY DISTRESS.
Provide rescue breathing as necessary if there is no breathing or breathing continues to be shallow,
lay the person on their back and continue to perform rescue breathing while waiting for the naloxone
to take effect, the person breathes for themselves, or EMS arrives. If they are breathing on their own,
place them in the recovery position, on their side and support the body with one bent knee with the
face turned to the side.

REPEAT NALOXONE ADMINISTRATION IF SYMPTOMS CONTINUE. The duration of action of

most opioids is likely to exceed the 30-90 minutes that naloxone will be effective, resulting in a return
of respiratory and/or central nervous system depression, even after an initial improvement in
symptoms. If the desired response is not obtained after 2 or 3 minutes, another dose of naloxone may
be administered if available.

Contraindications
ZIMHI is contraindicated in patients known to be hypersensitive to naloxone hydrochloride or to any of
the other ingredients.

Warnings and Precautions

¢ Due to the duration of action, keep the patient under continued surveillance and repeated doses
of naloxone should be administered, as necessary, while awaiting emergency medical
assistance.

¢  Other supportive and/or resuscitative measures may be helpful while awaiting emergency
medical assistance.

¢ Reversal of respiratory depression by partial agonists or mixed agonists/antagonists such as
buprenorphine and pentazocine, may be incomplete.

¢ Use in patients who are opioid dependent may precipitate acute abstinence syndrome.

o Patients with pre-existing cardiac disease or patients who have received medications with
potential adverse cardiovascular effects should be monitored in an appropriate healthcare setting

Adverse Reactions

¢ The following adverse reactions have been identified during use of naloxone hydrochloride in the
post-operative setting: Hypotension, hypertension, ventricular tachycardia and fibrillation,
dyspnea, pulmonary edema, and cardiac arrest. Death, coma, and encephalopathy have been
reported as sequelae of these events.

¢ Excessive doses of naloxone hydrochloride in post-operative patients have resulted in significant
reversal of analgesia and have caused agitation.

o Abrupt reversal of opioid effects in persons who were physically dependent on opioids has
precipitated signs and symptoms of opioid withdrawal including: body aches, fever, sweating,
runny nose, sneezing, piloerection, yawning, weakness, shivering or trembling, nervousness,
restlessness or irritability, diarrhea, nausea or vomiting, abdominal cramps, increased blood
pressure, tachycardia.
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Storage and Handling
e  Store naloxone at controlled room temperature 20°C to 25°C (68°F to 77°F) and in a dark area.
¢ The naloxone should be checked monthly to ensure proper storage, expiration date, and

medication stability. Expired naloxone or those with discolored solution or solid particles should
not be used. Discard them in a sharp’s container.

¢ Local health department clinical staff should be familiar with the type of naloxone maintained by
their agency and its use.

¢ Local health department clinical staff should refer to the package insert for the naloxone used in
their facility and store naloxone hydrochloride according to the individual manufacturer’s direction

*Place a copy of this protocol on the crash cart, emergency tray with the Emergency Equipment, Supplies
and Medications Inventory List and the Treatment of Anaphylactic Shock Protocol. Modified naloxone
protocols may be developed locally for products not covered in this protocol.
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Naloxone (Intranasal)*

Indications

Naloxone is an opioid antagonist indicated for the emergency treatment of known or suspected opioid
overdose, as manifested by respiratory and/or central nervous system depression.
¢ Naloxone is intended for immediate administration as emergency therapy in settings where
opioids may be present.
¢ Naloxone is not a substitute for emergency medical care. When in doubt, if an individual is
unresponsive and an opioid overdose is suspected, administer naloxone as quickly as possible
because prolonged respiratory depression may result in damage to the central nervous system or
death but do not delay life-saving interventions.
¢ Call 911 to activate EMS immediately after administering the first dose of naloxone.

Signs and Symptoms of Opioid Overdose
All LHD nurses should be trained on how to recognize the signs and symptoms of an opioid overdose
requiring the use of naloxone. Symptoms may include but are not limited to the following:

o Extreme sleepiness (inability to awaken verbally or upon tactile stimulation)

¢ Slow to shallow respirations in drowsy or a patient that cannot be awakened

e Snoring or gurgling sounds (due to partial upper airway obstruction)

¢ Cyanosis of the lips/fingernails

o Extremely small “pinpoint” pupils

e  Slow heart rate and/or low blood pressure

Signs of Overmedication (may progress to overdose)
e Unusual sleepiness
o Drowsiness or difficulty staying awake with loud verbal stimulus or tactile stimulation
¢ Mental confusion
e  Slurred speech
¢ Intoxicated behavior
¢ Slow or shallow respirations
o Extremely small “pinpoint” pupils, although normal size pupils DO NOT exclude opioid overdose
e Slow heart rate
e Low blood pressure

Itis important to note that not all signs and symptoms may be present during an opioid overdose. If the
individual is not responsive to aggressive verbal and tactile stimulation-ACT PROMPTLY!

¢ CALL OUT FOR HELP

¢ CHECKFOR BREATHING

o CALL 911 IMMEDIATELY

¢ GET THE NALOXONE

Dosage and Intranasal Administration
Kloxxado/Naloxone Hydrochloride/Narcan Nasal Spray: 8mg/ 0.1ml, 0.4mg/ mL, 2mg/2mL, 4mg/0.1mL
in carton containing two blister packages each with a single Kloxxado, Naloxone or Narcan nasal spray.

Intranasal dosage Narcan nasal spray-
Adults: 1 spray (4mg) intranasally; repeat every 2-3 minutes alternating nostrils until desired response,
breathing returns or EMS arrives. Each devise contains a single dose.
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Infants, Children & Adolescents: 1 spray (4 mg) intranasally; repeat every 2-3 minutes alternating nostrils

until desired response, breathing returns or EMS arrives. Each devise contains a single dose.

Intranasal dosage Kloxxado nasal spray-
Adults: 1 spray (8 mg) intranasally; repeat every 2-3 minutes alternating nostrils until desired response,

breathing returns or EMS arrives. Each devise contains a single dose.

Infants, Children & Adolescents: 1 spray (8 mg) intranasally; repeat every 2-3 minutes alternating nostrils

until desired response, breathing returns or EMS arrives. Each devise contains a single dose.

Intranasal NARCAN or Kloxxado administration:
How to use NARCAN nasal spray:
Lay the person on their back to receive a dose of NARCAN Nasal Spray.

Step 1.
Step 2.

Step 3.

Step 4.

Step 5.

Step 6.

Remove NARCAN Nasal Spray ———
from the box. Peel back the tab * ML ST coe
with the circle to open the 111111
NARCAN Nasal Spray. -

Hold the NARCAN Nasal Spray with your thumb
on the bottom of the plunger and your first and
middle fingers on either side of the nozzle.

Tilt the person's head back and provide support
under the neck with your hand. Gently insert the
tip of the nozzle into one nostril until your fingers
on either side of the nozzle are against the
bottom of the person’s nose.

Press the plunger firmly to give the dose of
NARCAN Nasal Spray.

Remove the NARCAN Nasal Spray from the
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Step 7. Get emergency medical help right away.

= Move the person on their side (recovery position) after giving
NARCAN Nasal Spray.

« Watch the person closely.

= If the person does not respond by waking up, to voice or [:--"/ HAND SUPPORTS
touch, or breathing normally another dose may be given. " /" HED
NARCAN Nasal Spray may be dosed every 2 to 3 minutes, if '.'?' NS i
available. ROLUING ONTO STOMACH

= Repeat Steps 2 through 6 using a new NARCAN Nasal
Spray to give another dose in the other nostril. If additional NARCAN Nasal Sprays are
available, Steps 2 through 6 may be repeated every 2 to 3 minutes until the person
responds or emergency medical help is received.

Step 8. Put the used NARCAN Nasal Spray back into its box.

Step 9. Throw away (dispose of) the used NARCAN Nasal Spray in a place that is
away from children.

ASSURE 911 HAS BEEN CALLED and that EMS has been activated.

STAY WITH THE PERSON AND MONITOR AND INTERVENE FOR RESPIRATORY DISTRESS.

Provide rescue breathing as necessary if there is no breathing or breathing continues to be shallow, lay
the person on their back and continue to perform rescue breathing while waiting for the naloxone to take
effect, the person breathes for themselves, or EMS arrives. If they are breathing on their own, place them
in the recovery position, on their side and support the body with one bent knee with the face turned to the
side.

REPEAT NALOXONE ADMINISTRATION IF SYMPTOMS CONTINUE. The duration of action of most
opioids is likely to exceed the 30-90 minutes that naloxone will be effective, resulting in a return of
respiratory and/or central nervous system depression, even after an initial improvement in symptoms. If
the desired response is not obtained after 2 or 3 minutes, another dose of naloxone may be administered
if available.

Contraindications
NARCAN is contraindicated in patients known to be hypersensitive to naloxone hydrochloride or to
any of the other ingredients.

Warnings and Precautions

¢ Due to the duration of action, keep the patient under continued surveillance and repeated doses
of naloxone should be administered, as necessary, while awaiting emergency medical
assistance.

o  Other supportive and/or resuscitative measures may be helpful while awaiting emergency
medical assistance.

¢ Reversal of respiratory depression by partial agonists or mixed agonists/antagonists such as
buprenorphine and pentazocine, may be incomplete.

¢ Use in patients who are opioid dependent may precipitate acute abstinence syndrome.

o Patients with pre-existing cardiac disease or patients who have received medications with
potential adverse cardiovascular effects should be monitored in an appropriate healthcare setting

¢ In neonates, opioid withdrawal may be life-threatening if not recognized and properly treated.

Adverse Reactions

The following adverse reactions were observed in a NARCAN Nasal Spray clinical study: increased blood
pressure, musculoskeletal pain, headache, nasal dryness, nasal edema, nasal congestion, and nasal
inflammation.
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Storage and Handling
¢  Store naloxone at controlled room temperature 15°C to 25°C (59°F to 77°F) and in a dark area.
¢ The naloxone should be checked monthly to ensure proper storage, expiration date, and

medication stability. Expired naloxone or those with discolored solution or solid particles should
not be used. Discard them in a sharp’s container.

¢ Local health department clinical staff should be familiar with the type of naloxone maintained by
their agency and its use.

e Local health department clinical staff should refer to the package insert for the naloxone used in
their facility and store naloxone hydrochloride according to the individual manufacturer’s direction

*Place a copy of this protocol on the crash cart, emergency tray with the Emergency Equipment, Supplies
and Medications Inventory List and the Treatment of Anaphylactic Shock Protocol. Modified naloxone
protocols may be developed locally for products not covered in this protocol.
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CONTRACEPTIVES

Educate client of the types of contraceptives available, so client can be informed to choose which method
of contraception will work best for them. Inability to pay should not serve as a barrier to access to
contraceptive. Client’s choice of contraceptive must be voluntary and without coercion. The FPEM-19
may be utilized as an overview between each type of contraceptive; and may assist client to determine
which contraceptive method is best for him/her.

Effectiveness of any contraceptive is optimal with consistent use according to manufacturer
recommendations. See CDC chart to compare effectiveness of family planning methods.

Manufacturer recommendations located on package inserts of specific products are the best sources for
the following information: indications and usage, dosage and administration, contraindications, warnings,
and precautions, adverse reactions, drug interactions, use in specific populations such as pregnancy,
postpartum, breastfeeding, pediatric, etc., storage and handling, and specific patient counseling
information. Package insert for specific manufacturer recommendations are best to screen for
contraindications to specific methods based on client condition, client, and family medical history, and
known risk factors.
The CDC Summary Chart of U.S. Medical Eligibility Criteria for Contraceptive Use is also available as a
quick reference to determine contraindications. The following categories on the summary chart help
determine the safety for a client. See below for the definition of the different categories utilized in the
summary chart:

¢ Category 1: No restriction for the use of contraceptive method

e Category 2: Advantages of using the method generally outweigh the theoretical or proven risks

¢ *Category 3: The theoretical or proven risks usually outweigh the advantages of using the method

¢ *Category 4: Represents an unacceptable health risk if the contraceptive method is used
*Do not initiate family planning method under standing orders.

For patient safety, teachings should be client centered and performed for the specific product used for
contraception. Information for counseling for specific products are located on the package insert.
Additional recommended resources for contraceptive methods are available:

e  Specific manufacturer websites
KDPH Family Planning website (forms and teaching sheets)
Medline Plus for Spanish and English teaching sheets

American College of Obstetricians and Gynecologists ACOG Frequently Asked Questions
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FAMILY PLANNING REQUIREMENTS MATRIX

Document Medical History on Adult H&P-14
very FP visit should include assessments for exploitation, nicotine use, vital signs, height/weight/BMI, STl risk factors (test as indicated per
Tl Matrix and HIV Clinical Protocols), gonorrhea and chlamydia annual test per CDC recommendations (sexually active women under 25
ears of age, or age 25 years and older, if at increased risk), pregnancy status (test as indicated), general appearance, mental health, and

eproductive life plan.
Pregnancy Testing

Contraceptive Service Visit
Supply/ Follow-up

Initial/Annual STI Testing
€
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< v
~ %
>|LaPs Per STTIVIatrX ana7 Or HIV Tiinical PTOTOCOIS TOT @il Tamity pianning VIsits
2
g o Urine Pregnancy Test
o)
[§]
—

All family planning visits will get the following education and counseling:

Resources for mental health and/or substance abuse

Follow up visit, as indicated

How to use a condom, as indicated

Client-centered preconception health counseling to include STI/HIV
prevention, routine pap, other topics as indicated

o Benefits of family planning

o Family planning contraceptive methods

o Specific method of contraceptive chosen by client
¢ Adolescent client counseling: sexual abstinence,
of parental involvement, coercion and consent

¢ Individualize for | e Refer to Negative: e Per STI Matrix, in
each clientneeds deferredexam| o Refer to deferred exam if client wants addition to condoms for
if client wants contraception pregnancy prevention
contraception | e Benefits of planned pregnancy

o Compliance with current contraceptive

Positive:

e Provide neutral, factual information and
nondirective client-centered counseling on
prenatal care and delivery, infant and foster
care or adoption, and pregnancy
termination, and other social services (e.g.,
HANDS, WIC, local pregnancy centers, DCBS,
etc.); except with respect to any option(s)
the client indicates they do not wish to
receive information. (Abortion cannot be

referred, promoted or supported as method
of birth control. (45 CFR 59.5)

All family planning visits will get the following once a year, and more often as indicated:
ACH-40 as indicated

Education and Counseling

e Contraceptive method of choice unless contraindicated
Adolescents: FPEM-3 (if not available provide RX or referral to provider as requested)

Follow-up visit date for contraceptives or referral, as indicated e FPEM-19 or appropriate teaching sheets as indicated
24 hour emergency number e Appropriate referrals as indicated (HANDS, Dietary, etc.)

o Positive: o Follow-up visit date (test
:E o Referral to prenatal provider, upon results and treatment)
o

& request e Treatment per STI

Family Planning

e List of resources including prenatal
providers and social services not limited
to, HANDS, WIC, local pregnancy,
centers, DCBS, etc.

Clinical Protocol (client
and partner)

o HIV-link to services as
indicated

e Condoms for pregnancy
and STI prevention
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HORMONAL ORAL CONTRACEPTION

Estrogen, Progesterone, or
Progestin Oral Contraceptive (POP, or mini-pill), or
Combined (Estrogen and Progestin) Oral Contraceptive (COC)

Contraindications/Precautions

See package insert for contraindications

Risk factors for VTE

Postpartum <42 days with other risk for VTE

Breastfeeding <42 days for CHCs only (POPs are considered safe)

Breastfeeding, crosses into milk and can decrease milk production

Per CDC, no adverse health outcomes or manifestations have been demonstrated in breastmilk;
however, studies have been inadequately designed to determine whether a risk for either serious
or subtle long-term effects exists

Certain drug interactions

This is not a complete list of contraindications. Nurses should consult with provider prior to administration
if any contraindication is present. Use CDC Summary Chart of U.S. Medical Eligibility Criteria for
Contraceptive Use, U.S. Medical Eligibility Criteria for Contraceptive Use and package insert for

specific manufacturer recommendations to screen for contraindications to specific methods, based on
client and family medical history and risk factors.

QUICK START for any hormonal oral contraceptive (COCs or POPs)
The preferred method of starting pills is to start the pill in the office regardless of time of cycle. Provide 7-
day backup method.

Intended for those who are reliable to succeed at daily administration, with consideration of
affordability, access, and privacy concerns

Use of COCs or POPs is often decided with consideration of a balance of benefits and side
effects

POPs may be a good option for those who should avoid use of estrogen (i.e., > 35 years old
smoker, breastfeeding, history, or thrombosis, DVT, or PE; recent postpartum, HTN, CAD or
CVD, lupus)

Indications, Usage, Counsel and Evaluate

Provide 3-4 cycles of pills to new users. Provide the rest of remainder of practitioner’s orders at
follow-up visit, to include a blood pressure check
Provide package insert, review, and counsel

o Indications and usage, benefits, risks, and potential side effects,

o Dosage and administration, including consistent timing of daily administration and what to
do if there is a missed dose

o Contraindications, warnings, and precautions to include signs for blood clots and a
possible increased risk of breast cancer

Adverse reactions

Drug interactions and overdosage

Use in specific populations such as pregnancy, postpartum, breastfeeding, pediatric, etc.
Storage and handling

Patient counseling information including menses cycle disruptions, when to use back up

method, possible increased risks of breast cancer, no protection against HIV, warnings
and other precautions

Smoking cessation
Use after administration of ECPs
o Use of barrier method

O O O O O

o O
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https://www.cdc.gov/reproductivehealth/contraception/mmwr/mec/summary.html

o Whentoreport tq a health care provider including for any development of severe mood
swings, depression, jaundice, two missed periods, or a@ny signs of pregnancy

o  When to report to the emergency department and potentially serious side effects

Also, counsel any client choosing hormonal method of contraception, regarding potentially serious side
effects. Potentially serious side effects can be referred as the acronym ACHES. These side effects
include, but not limited to the following:

Abdominal pain (stomach pain, vomiting, weakness)

Chest pain (left arm or shoulder pain, coughing, or shortness of air

Headaches (severe), sudden intellectual impairment

Eye problems (blurred vision, complete or partial loss of vision, tunnel vision) and/or

Swelling and/or aching, redness, tenderness in the legs or thighs
These symptoms may indicate a serious disorder, such as liver disease, gallbladder disease, stroke,
blood clots, high blood pressure, or heart disease. Clients should contact their doctor immediately or go to
an emergency department for evaluation.

DEPO-PROVERA (DMPA)

Contraindications/Precautions

e See package insert

e Some brands do not recommend as a long-term (i.e., longer than 2 years) birth control method
unless other options are considered inadequate.

¢ Allergic to any medroxyprogesterone acetate or any other ingredient in DMPA

¢ Breastfeeding - crosses into milk and does not affect milk production

e Postpartum —certain brand indicates only give DMPA at sixth week postpartum if exclusively
breastfeeding, otherwise may give within the first five days of postpartum

o Per CDC, most studies have found that women lose bone mineral density, BMD, during DMPA
use but recover BMD after discontinuation. It is unclear whether adult women with long durations
of DMPA use can regain BMD. Studies generally find no effect of POCs other than DMPA on
BMD.

This is not a complete list of contraindications. Nurses should consult with provider prior to administration
if any contraindication is present. Use CDC Summary Chart of U.S. Medical Eligibility Criteria for
Contraceptive Use, U.S. Medical Eligibility Criteria for Contraceptive Use and package insert for
specific manufacturer recommendations to screen for contraindications to specific methods, based on
client and family medical history and risk factors.

Indications, Usage, Counsel, and Evaluation
¢ Provide the package insert after review, and counsel
¢ Indications and usage — not recommended as a long-term method unless other options are
inadequate
¢  Administration — every 13 weeks, and when switching from other methods
¢ Benefits, risks, and potential side effects
Contraindications, warnings, and precautions including reduced bone mineral density with
prolonged use
Adverse reactions: weight gain >10 pounds at 24 months
Drug interactions
Use in specific populations such as pregnancy, breastfeeding, pediatric, etc.
Storage and handling
Patient counseling information to include menses disruption, weight gain, possible increased
risk of breast cancer, use of barrier method, use of back-up method, warnings and
precautions, safety of DMPA if given during early stage of pregnancy
¢ The efficacy of Depo depends on adherence to the dosage schedule of administration
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DMPA Injections
For initial injection or injection more than 13 weeks since previous injection
o Ensure the patient is not pregnant
o Give during the first 5 days of a normal menstrual period, or

o Postpartum — give during the first 5 days postpartum if not breastfeeding exclusively, or

o o Postpartum — exclusive breastfeeding, give at six weeks postpartum
Switching from other methods of contraception

e Should be given in a manner that ensures continuous contraceptive coverage based on the
mechanism of action of both methods (e.g., clients switching from oral contraceptives should
have the first DMPA injection on the day after the last active tablet or at the latest, on the day
following the final inactive tablet)

Depo-Provera Cl may be given at other times than those listed above
o Negative pregnancy test prior to administration, and
¢ May offer additional ECP if client reports unprotected sex within 5 days, and

o Note: if client chose ECP then client may need to return to clinic for an additional
pregnancy test in three weeks if no menses cycle has occurred

¢ Need to provide 7-day backup method

EMERGENCY CONTRACEPTIVE PILLS (ECPs)

Contraindications/Precautions
e See package insert
¢ Breast milk should be discarded for 24 hours after administration

e Some brands indicate higher failure rates for obese clients may be four times higher than women
of BMI less than 25

This is not a complete list of contraindications. Nurses should consult with provider prior to administration
if any contraindication is present. Use CDC Summary Chart of U.S. Medical Eligibility Criteria for
Contraceptive Use, U.S. Medical Eligibility Criteria for Contraceptive Use and package insert for
specific manufacturer recommendations to screen for contraindications to specific methods, based on
client and family medical history and risk factors.

Start ECPs as soon as possible after client presents with a history of unprotected or inadequately
protected sexual intercourse. ECPs are most effective if taken within 12 hours of sexual encounter. For
more information, see the specific package insert.

Obtain and document history including LMP, compliance with contraceptive use, history of sexual assault
and/or possible STD exposure. Pregnancy testing is useful when concerned if client is pregnant from a
prior sexual intercourse.

Performing a urine pregnancy test
e Optional if patient had a menstrual period within 21 days
e [f patient has not had a menstrual period within 21 days, advise patient to have test

If pregnancy test result is

¢ Positive pregnancy test — Do Not Give ECP (no benefit, no danger) - Refer to pregnancy test
matrix
¢ Negative or no pregnancy test — Counsel patient on potential side effects and need for reliable,
consistent, contraception
Follow standing order for RNs on the signature page of the CSG
Return to clinic in three weeks for a pregnancy test if client has not started menses

Indications, Usage, Counsel and Evaluation
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Provide package insert after review and counsel
o Indications and use (when, how, why to take the ECPs)
Dosage and administration
Contraindications, warnings, and precautions
Adverse reactions
Use in specific populations such as pregnancy, breastfeeding, pediatric, etc.
Storage and handling

Management of nausea and vomiting - routine use of antiemetics is not recommended,
pretreatment may be considered

o  Specific patient counseling information
Return to clinic for pregnancy test if menses is missed
Provide method of birth control of client choice or provide a prescription for a birth control method
or make client a same-day referral to obtain and begin a preferred birth control method.

O O O O O O

HORMONAL (PROGESTIN) IMPLANT

Contraindications/Precautions

See package insert

Allergy to local anesthetic used for procedure to insert implant

Breastfeeding - crosses into milk, and can decrease milk production

Unexplained abnormal vaginal bleeding

Menstrual cycle disturbances, including menstrual irregularities. If bothersome may provide
several cycles of low dose pills, patch, or ring

This is not a complete list of contraindications. Nurses should consult with provider prior to administration
if any contraindication is present. Use CDC Summary Chart of U.S. Medical Eligibility Criteria for
Contraceptive Use, U.S. Medical Eligibility Criteria for Contraceptive Use and package insert for

specific manufacturer recommendations to screen for contraindications to specific methods, based on
client and family medical history and risk factors.

Indications, Usage, Counsel, and Evaluation

May be a good option for women who should avoid use of estrogen (i.e., > 35 years old smoker,
breastfeeding, history, or thrombosis, DVT, or PE; recent postpartum, HTN, CAD or CVD, lupus).
Implant is a single, thin rod that is inserted under the skin of the upper arm. The rod contains
progestin that is gradually released into the body over three years.
Insertion and removal shall be performed by a medical provider with special training per
manufacturer recommendations.
Implants are a hormonal method of contraception, refer back to the Hormonal Contraception
section for additional information.
Provide the package insert (prior to obtaining a consent for insertion), review and counsel
o Indications and usage
Administration
Benefits, risks, and potential side effects
Contraindications, warnings, and precautions
Adverse reactions
Drug interactions
Use in specific populations such as pregnancy, breastfeeding, pediatric, etc.
Storage and handling
Patient counseling information
Location and feel of the implant under the skin
When to use back-up method after insertion
Wound care, dressing, with insertion or removal of implant
Complications and maintenance (palpate bead at insertion site)

O O O O O O O O O O O O
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o When to seek healthcare professional: Arm pain after insertion - rule out nerve damage
or infection, check dressing to ensure not too tight, apply ice pack for 24 hours,

INTRAUTERINE DEVICE (IUD)

Contraindications/Precautions

See package insert for specific contraindications and precautions

Breastfeeding - crosses in breast milk

Breastfeeding - some brands report a decrease in breast milk production

Postpartum has an increased risk of perforation when inserted prior to complete involution of
uterus

Solid organ transplant

Persistent enlarged ovarian follicles

Per CDC, two randomized controlled trials found conflicting results on breastfeeding outcomes
when LNG-IUDs were initiated immediately postpartum compared with 6—-8 weeks postpartum.
Initiation of LNG-IUDs immediately postpartum had no other harmful effect on infant health,
growth, or development.

This is not a complete list of contraindications. Nurses should consult with provider prior to administration
if any contraindication is present. Use CDC Summary Chart of U.S. Medical Eligibility Criteria for
Contraceptive Use, U.S. Medical Eligibility Criteria for Contraceptive Use and package insert for

specific manufacturer recommendations to screen for contraindications to specific methods, based on
client and family medical history and risk factors.

Potential problems with the use of IUDs can be referred as the acronym PAINS. These side effects
include, but not limited to the following:

Period - late, spotting, or other abnormal vaginal bleeding
Abdominal pain or other type of pain, including pain with intercourse
Infection

Not feeling well

String missing

Indications, Usage, Counsel and Evaluation

A pregnancy test performed on the day of insertion shall be negative
If the retrieval threads cannot be visualized, the recommendation is to identify the location of the
IUD by ultrasound; pregnancy, uterine perforation or expulsion should also be ruled out
If a pregnancy occurs with an IUD, contact a medical provider for immediate treatment
IUDs may be non-hormonal or hormonal and prevent pregnancy from 3-10 years, depending on
the specific device and manufacturer
Provide the package insert after review, and counsel
o Indications and usage, how to use
Administration, insertion, and removal procedures
Benefits, risks, and potential side effects
Contraindications, warnings, and precautions
Maintenance of contraception, how and when to check strings
Adverse reactions
Drug interactions
Use in specific populations such as pregnancy, breastfeeding, pediatric, etc.
Storage and handling, disposal
When to use backup method
o Use of barrier method
Make an appointment in 4-6 weeks after new IUD insertion to follow-up and re-evaluate.
Reexamine once a year after the initial follow-up visit; more frequently if clinically indicated.

O O O O O O O o O
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¢ If dizziness or cramping during or after insertion does not pass, then notify healthcare provider for
possible removal or replacement.

e Vasovagal reaction may occur with removal of the IUD.

HORMONAL PATCH (TRANSDERMAL)

Contraindications/Precautions
e See package insert for contraindications

e  Some brands are contraindicated with BMI greater than 25 kg/m2

« Women who should avoid estrogen. Women are exposed to more estrogen with the patch
than with the standard oral contraceptive.

o Breastfeeding - crosses into milk, and can decrease milk production

¢ No adverse health outcomes or manifestations have been demonstrated in breastmilk;
however, studies have been inadequately designed to determine whether a risk for either
serious or subtle long-term effects exists.

This is not a complete list of contraindications. Nurses should consult with provider prior to administration
if any contraindication is present. Use CDC Summary Chart of U.S. Medical Eligibility Criteria for
Contraceptive Use, U.S. Medical Eligibility Criteria for Contraceptive Use and package insert for
specific manufacturer recommendations to screen for contraindications to specific methods, based on
client and family medical history and risk factors.

Indications, Usage, Counsel, and Evaluation
¢ Only wear one patch at a time. Keep a replacement patch available.
¢ Provide the package insert after review and counsel

o Indications and usage, how to use, placement of patch, frequency and change of patch,
maintenance of patch

Administration, when to begin use — with or without previous method, restart after a
patch-free interval

Benefits, risks, and potential side effects

Contraindications, warnings, and precautions

Adverse reactions

Drug interactions

Use in specific populations such as pregnancy, postpartum, breastfeeding, pediatric, etc.
Storage and handling, disposal

When to use backup method

Use of barrier method

o Patient counseling information

HORMONAL VAGINAL RING

)

O O O O O O O O

Contraindications/Precautions
¢ See package insert for contraindications
¢ Women with pronounced pelvic relaxation or prolapse
¢ Breastfeeding, crosses into milk, and can decrease milk production
¢ Per CDC, no adverse health outcomes or manifestations have been demonstrated in breastmilk;
however, studies have been inadequately designed to determine whether a risk for either serious
or subtle long-term effects exists.

This is not a complete list of contraindications. Nurses should consult with provider prior to administration
if any contraindication is present. Use CDC Summary Chart of U.S. Medical Eligibility Criteria for
Contraceptive Use, U.S. Medical Eligibility Criteria for Contraceptive Use and package insert for
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specific manufacturer recommendations to screen for contraindications to specific methods, based on
client and family medical history and risk factors.

Indications, Usage, Counsel, and Evaluation
¢ Eachvaginalring is a combination hormonal method of contraception. Therefore, refer to the
combined hormonal oral contraceptives guidance for additional information.
¢ There is no daily fluctuation of hormone levels with use of vaginal rings
¢ Hormonal vaginal rings vary in diameter, placed into the vagina for a specified number of days,
then disposed of or washed and stored according to the manufacturer's recommendations.
¢ Provide the package insert after review and counsel
o Indications and usage, how to use
Administration, insertion, and removal procedures
Benefits, risks, and potential side effects
Contraindications, warnings, and precautions
Adverse reactions
Drug interactions
Use in specific populations such as pregnancy, postpartum, breastfeeding, pediatric, etc.
Storage and handling, disposal
When to use backup method
o Use of barrier method
¢ Whattodoifring is left in place for longer than intended use
¢ Avoid douching, but topical therapies are allowed

¢ Theringis left in place for intercourse; it is small and flexible. Most women will not feel pressure
or discomfort; and it is also comfortable for a partner

O O O O O O O O

STERILIZATION

Sterilization of persons in federally assisted family planning projects must meet the requirements of Title
42 Chapter 1 Subchapter D Part 50 Subpart B 50.201 through 50.209 of the Public Health Service Act.

Federally required consent forms:
English: https://opa.hhs.gov/sites/default/files/2022-07/consent-for-sterilization-english-2025.pdf
Spanish: https://opa.hhs.gov/sites/default/files/2022-07/consent-for-sterilization-spanish-2025.pdf

Programs or projects to which this subpart applies shall perform or arrange for sterilization procedure of
an individual if all requirements have been met. Requirements are that individual must be: mentally
competent, at least 21 years of age at the time consent is obtained, has voluntarily given his/her informed
consent, AND

o Atleast 30 days but not more than 180 days have passed between the date of informed consent
(day one begins the day after consent) and the date of the sterilization procedure, except in the
case of premature delivery or emergency abdominal surgery. An individual may consent to be
sterilized at the time of a premature delivery or emergency abdominal surgery, if at least 72 hours
have passed after the individual gave informed consent to the sterilization. In the case of
premature delivery, the informed consent must have been given at least 30 days before the
expected date of delivery. Consent must not be obtained when the patient is:

o Inlabor or childbirth, or
o Seeking to obtain or obtaining an abortion, or

o Under the influence of alcohol or other substances that affect the individual's state of
awareness

Informed consent does not exist unless the federally required consent form for men or women is
completed voluntarily and in accordance with Federal Regulations. A person who obtains informed
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consent for a sterilization procedure must offer to answer any questions the individual to be sterilized may
have regarding the procedure. Provide a copy of the consent form and tell the patient the following:

e Advise that the individual is free to withhold or withdraw consent to the procedure at any time
without affecting his/her right to future care or treatment and without loss or withdrawal of any
federally funded program benefits

¢ Adescription of available alternative methods of family planning and birth control

¢ Advise that the procedure is considered irreversible

¢ Athorough explanation of the specific procedure to be performed

¢ Afull description of the discomforts and risks that may accompany or follow the procedure;
including an explanation of the type and possible side effects of any anesthetic used; and

¢ Afull description of the benefits/advantages of sterilization.

¢ Advise that the sterilization will be performed for at least 30 days except under the circumstances
above.

Sterilizations paid for with funds earmarked for family planning services must first be made available to
patients without another source of payment. Consent of spouse is NOT required for sterilization.

An interpreter must be provided to assist the individual to be sterilized if he or she does not understand
the language used on the consent form or the language used by the person obtaining the consent.

Patients who have had a sterilization either provided or “arranged for” must have a medical record on file
showing the date of counseling and consent, the date of the procedure, and any indicated follow-up. The
individual patient’s medical record must contain a copy of the completed consent form and the operative
report from the physician performing the procedure.

The following definitions are found in the Public Health Services Act, Subpart B — sterilization of persons
in Federally Assisted Family Planning Projects — 50.202.

“Arranged for’ means to make arrangements (other than mere referral of an individual to, or the mere
making of an appointment for him or her with another healthcare provider) for the performance of a
medical procedure on an individual by a healthcare provider other than the program or project.

“Mentally incompetent individual” means an individual who has been declared mentally incompetent by a
Federal, State, or local court of competent jurisdiction for any purpose unless he or she has been
declared competent for purposes, which include the ability to consent to sterilization.

PRECONCEPTION HEALTHCARE

Educate clients about the importance of pregnancy planning and spacing to reduce adverse pregnancy
outcomes. A reproductive life plan (RLP) may reduce unintended pregnancy. RLP is a set of personal
goals regarding if, when, and how to have children based on individual priorities, resources, and values.
Take advantage of each family planning visit to assess each client’s short and long-term reproductive
plans. Reproductive Health National Training Center has a Preconception Counseling Checklist which
includes guidance per ACOG recommendations.

Preconception interventions may include the following:

¢ Discuss reproductive life plan, readiness, and desire for pregnancy

o Evaluate overall health and opportunities to improve health

o Refer for clinical breast exam and/or PAP screening per KWCSP recommendations

o Explain that a healthy diet and lifestyle can reduce gestational diabetes

¢ Studies show that taking folic acid (0.4 mg of folic acid per day) before getting pregnant and for 3
months after conception can reduce the risk of neural tube disorders, such as spina bifida by up
to 70%
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¢ Immunizations — assess need for boosters or other immunization needs such as rubella, tetanus,
chicken pox, HBV, HPV if applicable

¢ Control chronic and acute medical health conditions, such as diabetes, HTN, infections, asthma,
or seizure disorders. Control of medical conditions before and during pregnancy reduces the risk
of miscarriage and stillbirths, and other health problems for the infant

¢ Review prescriptions for teratogenic medications

e  Screen for infectious disease as applicable

e Educate client to avoid use of alcohol, nicotine, and drug use. During pregnancy, these behaviors
can increase risk for SIDS, preterm birth, fetal alcohol spectrum disorders, and neural tube
disorders

o Strive to reach a healthy weight before pregnancy. Obesity can make it more difficult to become
pregnant, and may result in additional complications during pregnancy, such as HTN,
preeclampsia, gestational diabetes, stillbirth, and increase risk of cesarean delivery

o Assess afamily history for intellectual disabilities, or genetic disorders such as sickle cell anemia,
cystic fibrosis, or neural tube defects

o Discuss any issues with anxiety, depression, domestic violence, history of PTSD, financial issues,
and support issues (including readiness for parenthood)

Assessment and counseling should be provided only by a qualified provider who has training in risk
identification with the ability to provide appropriate counseling and referrals of pregnancy related risk
factors to include:

¢« Advanced maternal age (pregnancy at or over the age of 35) poses a higher risk of chromosomal
abnormalities in the fetus and medical problems to the mother during pregnancy

¢ Ethnic concerns — positive family history of diseases may indicate need for additional screening

o STDs—early treatment decreases the risk of transmission to the fetus, and preterm delivery

e  Vaccination history (Refer to Immunizations Section)

¢ Chronic medical conditions such as, hypertension, diabetes, obesity, epilepsy, DVT, depression

¢ Screen for alcohol, tobacco, other drugs (ATOD)

¢ Domestic violence

o Exercise and Nutrition

References for all contraceptives:

Center for Disease Control and Prevention. (2022). Contraception, birth control methods.
https://www.cdc.gov/reproductivehealth/contraception/index.htm.

Center for Disease Control and Prevention. (2014). Providing quality family planning services.
Recommendations of CDC and the U.S. Office of Population Affairs, 2014. Morbidity and
Mortality Report. (MMWR). (63)(4). https://www.cdc.gov/mmwr/pdf/rr/rr6304.pdf

Center for Disease Control and Prevention. (2016). U.S. medical eligibility criteria for contraceptive use,
2016. Morbidity and Mortality Weekly Report. (MMWR). (65)(3). DOI:
http://dx.doi.org/10.15585/mmwr.rr6503a1.

Center for Disease Control and Prevention. (2016). U.S. selected practice recommendations, 2016.
https://www.cdc.gov/reproductivehealth/contraception/mmwr/spr/injectables.html

Code of Federal Regulations. (2022). Subpart b: sterilization of persons in federally assisted family
planning projects. https://www.ecfr.gov/current/title-42/chapter-1/subchapter-D/part-
50#sp42.1.50.b

Hatcher, R.A., Zieman, M., Lathrop, E., Haddad, L., & Allen, A. (15th ed.) (2019). Managing contraception
for your pocket. Managing Contraception LLC.
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Follow-up Measures to Ensure Continuity of Care

Appropriate follow-up measures should be taken to ensure continuity of care for:

o Patients who have abnormal test results

¢ Patients who have been referred to other providers

¢ Patients who have missed return appointments

o Patients who transfer to the LHD from another health care provider must be screened by the LHD
protocols and minimal standards of care must be met as outlined. (The LHD may accept
documented normal results of screening tests done within the periodicity according to the specific
program guidelines).

e Patients who are pregnant and request services other than prenatal care must be asked if they
have a designated prenatal care provider and if prenatal care has been initiated. This information
must be documented in the medical record. If the patient does not have a designated prenatal
care provider, the health department staff must assist the patient in accessing prenatal care.
These efforts must also be documented in the medical record.

Documentation of all return appointments and contacts made or attempted must be in the patient’s
medical records. “No Show” should be documented in the medical record when a patient is
noncompliant in keeping appointments.

This documentation should include:

¢ The reason for the call

Any problems discussed by the patient/provider
¢ Any action taken and advice or instructions given
¢ The date and time of the call

The specific time frames utilized when providing follow-up will be determined by the professional who
initiated the referral, unless further defined by federal or state guidelines or services protocols, and as
indicated by the urgency of the situation. (Specific guidelines for abnormal laboratory/radiology follow-up
are at the end of this sections).
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INTERNAL TRACKING

To ensure appropriate follow-up, all laboratory tests and screenings, i.e., mammograms and Pap tests,
that are sent outside the agency for interpretation shall be reviewed, initialed and dated upon return to the
LHD by a nurse before it is filed in the patient’s medical record.

Internal Tracking systems must be developed to ensure that emergency, urgent and essential referrals,
appointments and return appointments to the health department are made and kept. This system may
either be electronic or hard copy. A tracking system will help to keep the timeline for the patient’s
condition and achievement of expected outcomes. It will satisfy patient management and needs by
avoiding letting patients “slip through the cracks” or stopping short of completing the patient care cycle.

The system will make sure that problems and care are documented and resolved. Mechanisms for follow-
up must be sensitive to a patient’s concern for confidentiality and privacy and must be discussed with the
patient. An agreed-on method for reaching the patient must be determined and noted in the medical
record.

A “Tickler File” is one type of internal tracking mechanism. A Tickler is a memorandum book or file that
aids in coordinating the patient’s care through the problem management and corrective action tracking.
The Tickler helps to monitor the patient’s course successfully. It is easily managed, flexible and may be
customized for specific problems.
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GUIDELINES FOR LABORATORY/RADIOLOGY FOLLOW-UP

Follow-up on all abnormal laboratory or radiology results are expected. Patients should be notified
within 10 working days from the LHD receiving the report of the abnormal result.

Staff shall make a minimum of three attempts to notify patients of abnormal laboratory or radiology tests
as follows:

Initial contact may be made by telephone if the number is available, and the patient has permitted
home contact.

The second contact should be a regular mailed letter with directions for the patient to contact the
LHD for follow-up.

The third should be a certified or registered letter with directions for the patient to contact the LHD
for follow-up.

If the patient cannot be contacted by the above measures, a home visit is strongly recommended
for results that are potentially life threatening.

If after three attempts are made with no response or three appointments are made and not kept
by the patient, the LHD provider should document in the chart that the patient is lost to follow-up
care.

When the patient is referred to their private medical provider, the follow-up will become the
private provider’s responsibility. Exception to this will be the KWCSP’s follow-up guidelines. See
the KWCSP’s Screening/Follow-up section for specific requirements.

Note: For particular conditions such as abnormal PAP tests results, mammograms, newborn screening,
and communicable diseases, i.e., TB, HIV, and Hepatitis B, see section program guidelines for required
follow-up. Program regulations and guidelines will supersede these requirements.
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REFERRALS

Referrals are made to assist patients in obtaining services not available on-site. LHDs may not coerce
patients to undergo any consultation or procedure unwillingly. Referrals may be recommended, arranged
for, facilitated and/or paid for by the LHD. When this guide indicates that a referral is recommended, the
obligation of the LHD is to recommend that the patient seek care beyond the capability of the LHD.
Documentation in the medical record should reflect that the recommendation was made that the patient
seek further care. It is always appropriate to assist the patient in finding a provider and payment source.
The significance of the problem will determine whether a referral is an emergency referral, urgent referral,
an essential referral, and a discretionary or nonessential referral.

¢ Emergency —required when a patient’s life is in immediate danger.

¢ Urgent —required when a patient’s condition or problem needs immediate attention, but the
condition is not thought to be immediately life threatening.

¢ Essential —required when a patient’s condition or problem needs further attention but waiting for
an appointment for the care is either not a problem or is appropriate.

¢ Discretionary or Nonessential — those that would benefit the patient, but for which the patient
should or could take the initiative.

Written documentation of the outcome, and follow-up of an emergency, urgent or essential referral
must be obtained. If the patient refuses this level of referral, documentation in the patient’s record is
essential. Documentation of the patient’s history regarding follow-up with discretionary or nonessential
referrals is essential.

Patients who are participants in managed care payer systems, such as Health Maintenance
Organizations (HMOs) or Medicaid Managed Care may be restricted to certain providers or limitations
when needing specialist care. An individual should not be referred to a specialist without knowing whether
the primary provider’s authorization is required.

Examples of recommended referrals include:
¢ Dental referral for children and pregnant women
¢ Gynecology referral for women with prenatal Diethystil-besterol-DES exposure

¢ Physician referral for age-appropriate adults to obtain colonoscopy, sigmoidoscopy, vision and
hearing assessment (beyond the capability of the health department)

Examples of referrals for which the LHD may pay include:
¢ Physician referral for child with acute condition in need of diagnosis and treatment (first visit)
¢ Woman who wants an FDA approved contraceptive not available on site
¢ Women with an IUD and suspected pelvic inflammatory disease or positive pregnancy test
¢ Women with abnormal mammogram or Pap test requiring further diagnosis or treatment
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REFERRAL SOURCES

This list may be used as a guide for referral sources. Include other resources that may be available in the

local area.
Sources Phone Numbers
Kentucky Health Care Access Line 1-800-633-8100
Kentucky Prescription Assistance Program 1-800-633-8100
Poison Control Hotline 1-800-222-1222
Kentucky Dental Association 1-502-459-5373
Statewide First Step Program 1800-442-0087
Social Services Local
Social Insurance Local
Social Security Local
Mental Health Local
Division of Adult and Child Health 1-800-462-6122
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Clinical Information and Instructions for Screening and Testing for Hepatitis C Virus
(HCV) Infection and Billing for HCV Laboratory Tests

The Kentucky Department for Public Health (KDPH) encourages all Local Health Departments (LHDs) to
offer hepatitis C virus (HCV) education, prevention, screening, and treatment referral to all at-risk patients,
all pregnant persons, and all adults, regardless of risk, for a one-time screening. Please routinely offer
HCV screening and testing services during healthcare encounters when persons are identified as being at
risk.

Hepatitis C, a blood-borne disease, is now primarily spread through intravenous drug use; however, HCV
can be contracted in other ways from contaminated blood. Hepatitis C is typically a chronic viral infection
with few early symptoms, and health complications may not appear for decades. Ultimately, patients may
suffer liver disease, liver cancer, and/or liver failure.

HCV is transmitted primarily through large or repeated percutaneous (i.e., passage through the skin)
exposures to infectious blood. Populations and risks identified for potential HCV infections include
persons who inject drugs (PWID), persons living with HIV; persons with sexual contact with an infected
person; sharing personal items contaminated with infectious blood, such as razors or toothbrushes;
perinatal HCV infection; individuals with a history of incarceration; needle stick injuries in healthcare
setting and persons that have experienced unsafe injection practices in healthcare settings. Persons born
between 1945 and 1965 (i.e., Baby Boomers), are also at high risk for chronic HCV infection and should
be tested. https://www.cdc.gov/Hepatitis/fHCV/quidelinesc.htm

Approximately 15%-20% of persons exposed to HCV clear the virus from their bodies without treatment
and do not develop chronic infection; the reasons are not well known. HCV infection becomes chronic in
approximately 75%-85% of cases. Prior, resolved HCV infection does not protect against later reinfection,
regardless of genotype. There is no HCV vaccine. There are effective direct-acting antiviral treatments
available.

Approximately 2.2 to 3.2 million persons are living with chronic HCV infection in the United States. The
Center for Disease Control (CDC) has reported that up to 1.2% of Americans have been chronically
infected with HCV. In Kentucky, cases of acute Hepatitis C have dramatically increased in both rural and
urban communities. Current estimates suggest there are over 80,000 Kentuckians living with chronic HCV
infection.

Testing and Diagnosis

Find testing recommendations for Hepatitis C infection here:
https://www.cdc.gov/hepatitis/hcv/quidelinesc.htm.

Testing for HCV infection begins with a laboratory-conducted assay for HCV antibody in blood or a rapid
antibody test. See the Kentucky Adult HCV Screening, Testing and Referral Guidance. KDPH
recommends that Local Health Departments (LHD) use venipuncture to obtain a specimen for HCV
Antibody (anti-HCV) testing. HCV Rapid testing is most appropriate for offsite HCV Outreach Programs or
in Syringe Exchange programs but can be used as a tool within LHDs as long as appropriate follow-up is
assured. Refer to Appendix 3, the 2-Screening and Referral Guidance for Hepatitis C Virus (HCV)
Infection among High-Risk Individuals and 3- Outreach or Syringe Exchange Programs: Hepatitis C Virus
(HCV) Rapid Test and Follow Up Guidance. A nonreactive HCV antibody result indicates no HCV
antibody detected.

A reactive antibody result indicates one of the following: 1) current HCV infection, 2) past HCV infection
that has resolved or been treated, or 3) false positivity. A reactive result should be followed by an HCV
confirmation test using HCV RNA Quantitative tests to detect amount (viral load) of the virus. That

Hepatitis C Virus (HCV) 2 July 2022


https://www.cdc.gov/Hepatitis/HCV/guidelinesc.htm
https://www.cdc.gov/hepatitis/hcv/guidelinesc.htm

confirmation test is done automatically (i.e., reflex testing) for HCV tests submitted to the Division of
Laboratory Services (DLS).

If HCV RNA is detected, that indicates current HCV infection. If HCV RNA is not detected, that indicates
either a resolved/treated HCV infection, or false positive HCV antibody. A table on the interpretation of
results of tests for Hepatitis C Virus (HCV) infection and further actions is available at:
http://www.cdc.gov/Hepatitis/HCV/PDFs/HCV _graph.pdf.

How soon after exposure to HCV can anti-HCV be detected?

HCV infection can be detected by anti-HCV screening tests (enzyme immunoassay) four to ten weeks
after infection. Anti-HCV can be detected in >97% of persons by six months after exposure.

How soon after exposure to HCV can HCV RNA be detected?
HCV RNA appears in blood and can be detected as early as two to three weeks after infection.

For more information about the CDC HCV recommendations, see the “Testing for HCV infection: An
Update of Guidance for Clinicians and Laboratorians-
http://www.cdc.gov/mmwr/preview/mmwrhtml/mm6218a5.htm

Local Health Department Guidance for HCV Screening & Testing:

¢ Local Health Departments seeking to participate in the Kentucky HCV antibody Screening and
Testing with HCV RNA Quantitative Confirmation Program should email the Viral Hepatitis
Program to advise about participation and contact KY Division of Lab Services (DLS)
dphlabkits@ky.gov to order PPT tubes and shipping/collection information and shipping
materials.

HCV Rapid Testing

¢ KDPHrecommends HCV Rapid tests for offsite HCV Outreach Programs or in Syringe Exchange
Programs. Training on the HCV Rapid can be arranged by contacting the rapid test manufacturer.
Contact the Viral Hepatitis Program for the contact information. HCV Rapid testing should not
start until this training has occurred. Test kits and controls have a defined shelf life and should not
be used beyond their expiration dates. The rapid tests have defined storage and temperature
guidelines that must be followed.

¢ |dentify Linkage to Care in your region to ensure referrals for further evaluation for those with
HCV RNA positive test results. Local Health Departments should confirm these providers have
the capability to provide medical evaluation and treatment for individuals with HCV infection.

¢ Identify HCV screening, educating, and testing healthcare personnel at your LHD who will provide
HCV screening and testing services. The Viral Hepatitis Program is available to provide HCV
Introductory Training upon request. The HCV Introductory Training will include screening,
collection and handling, reporting, and appropriate counseling messages, with referral and
linkage to care guidance.

¢ LHD staff should follow recommended guidance in this document for HCV testing; this includes:
Confidentiality; Staff training on identifying who is at risk for HCV infection, and the ability to
provide screening, education, and testing and referral.

Referral for HCV Management and Treatment
What should be done for a patient with confirmed HCV infection?

HCV-positive persons should be linked to care by referral or telehealth to a physician or mid-level clinician
who treats hepatitis C.
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When might a specialist be consulted in the management of HCV-infected persons?

Any physician or medical provider who manages a person with Hepatitis C should be knowledgeable and
current on all aspects of the care of a person with Hepatitis C; this can include specialists such as
infectious disease physicians, gastroenterologists, or hepatologists, or any primary care provider who has
been trained to evaluate and treat hepatitis C.

Counseling Patients

What topics should be discussed with individuals who have HCV infection?

¢ Sharing equipment used to inject drugs, not limited to syringes, can potentially spread HCV to
others.

¢ Individuals should be informed about the risk for transmission to sex partners.

¢ Sharing personal items that might have blood on them, such as toothbrushes or razors, can
pose a risk to others.

¢ Cuts and sores on the skin should be covered to keep from spreading infectious blood or
secretions.

¢ HCVis not spread by sneezing, hugging, holding hands, coughing, sharing eating utensils or
drinking glasses, or through food or water.

¢ Individuals may benefit from a joining a local HCV support group.

What should HCV-infected persons be advised to do to protect their livers from further harm?

¢ HCV-positive persons should be advised to avoid alcohol because it can accelerate cirrhosis
and end-stage liver disease.

¢ Viral hepatitis patients should also check with a health professional before taking any new
prescription pills, over-the counter drugs (such as non-aspirin pain relievers), or supplements,
as these can potentially damage the liver.

Pregnancy and HCV Infection

Prior to it being a CDC recommendation, Kentucky amended SB 250 KRS 214.160 in 2018 to establish
that all pregnant women be tested for Hepatitis C and recommend testing for children born from a
pregnant woman who has a positive Hepatitis C result. Refer to Appendix 4- Hepatitis C (HCV) Infection
Screening and Referral Guidance for Pregnant Women. HCV infection in pregnant women and infants
born to mothers with Hepatitis C is reportable to public health officials. Complete the EPID 394 Kentucky
Reportable Disease Form and fax to 502-564-4760.

What is the risk that an HCV-infected mother will spread HCV to her infant during birth?

Approximately 6 of every 100 infants born to HCV-infected mothers become infected with the virus.
Transmission occurs at the time of birth, and no prophylaxis is available to prevent it. The risk is
increased by the presence of maternal HCV viremia at delivery and also is two to three times greater if
the woman is co-infected with HIV. Most infants infected with HCV at birth have no symptoms and do well
during childhood. More research is needed to find out the long-term effects of perinatal HCV infection.

There is no evidence that breastfeeding spreads HCV. However, HCV-positive mothers should consider
abstaining from breastfeeding if their nipples are cracked or bleeding.

Infants born to mothers with HCV infection

KDPH recommends HCV RNA testing for Infants born to mothers infected with HCV at the infant's well-
child visit at age two months or four months. HCV RNA testing should then be repeated at a subsequent
visit in four to six months, independent of the initial HCV RNA test result if the first test is reported as
negative.
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An infant born to mothers with HCV infection is reportable to public health officials in Kentucky. Complete
the EPID 394 Kentucky Reportable Disease Form and fax to 502-564-4760. An alternative anti- HCV
antibody test (anti-HCV) can be offered no sooner than age 18 months because anti-HCV from the
mother might last until this age. See Appendix 3 the 5-Screening and Referral Guidance for Infants Born
to Mothers with Hepatitis C Virus (HCV) Infection. Refer children with positive HCV test results to
identified HCV pediatric specialists in your region. For questions on referral, contact the Viral Hepatitis
Program.

HCV Testing Provided at LHDs

Perform HCV high risk screening and offer HCV testing to individuals identified high risk by LHD
personnel. LHDs should refer an individual identified with HCV risk factors whose health insurance
coverage will cover the cost of HCV testing to a private provider for HCV testing and follow up. If the
individual is uninsured or has insurance that will not pay for the cost of the HCV test, the LHD personnel
qualified in venipuncture will collect and submit a specimen to the Kentucky Division of Lab Services
(DLS) following guidance from Appendix 3, the 1-Hepatitis C Virus (HCV) Antibody and HCV RNA
Quantitative Specimen Collection and Handling Guidance. The process includes:

¢ Email dphlabkits@ky.gov to obtain PPT tubes from DLS (Division of Laboratory Services)

¢ Collect a specimen from the patient using one 8.5mL PPT tube. Spin tube within 6 hours of
collection. For sites lacking a centrifuge contact DLS at dphlabkits@ky.gov. Specimen should be
at least 3mL plasma.

¢ Send spun PPT tube to DLS using ice packs. Specimens collected on Friday should be frozen
over the weekend and sent the following workday to DLS on ice packs or dry ice. When possible,
send specimens using overnight mailing system to ensure that the specimens meet the shipping
guidelines. Specimens will be stable refrigerated for 72 hours and if frozen, 6 weeks.

¢ DLS will perform the HCV antibody testing. If the antibody testing is positive, DLS will
automatically reflex to Quantitative HCV RNA testing for confirmation. No second specimen is
needed.

Simply collect the specimens using PPT tubes, spin them down, and ship to DLS using ice packs. If you
have any questions about specimen collection and/or shipping, please contact DLS at
dphlabkits@ky.gov. Please do not send DLS whole blood for the HCV antibody testing.

Please note that confirmatory testing will be performed by HCV RNA Quantitative testing. If you need
assistance interpreting the HCV RNA Quantitative test results, please contact the DLS Supervisor of the
Virology Section at 502-564-4446.
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SpecimenCollection and Handling

Hepatitis C Virus (HCV) Antibody and HCV RNA Quantitative

Specimen Collection and Handling Guidance Bt i an,

Order PPT Tubes from
Division of Lab Services (DLS)

dphlabkits@ky.gov

1

Collect specimen using one 8 5 mL PPT Tube.

Spm specimen with centrifuge within 6 hours of collection.

Send spun PPT tube to DLS using ice packs. If specimen 1s collected on
Frday, freeze and send specimen on ice packs or dry ice to DLS the next
business day *

‘When possible, send using overnight mailing system This will help

ensure that specimens meet the shipping guidance.

DLS will perform HCV Antibody testing.

If the HCV antibody test is positive, DLS will reflex to HCV
RNA Quantitative testing for confirmation. No additional
specimen collectionisneeded. **

1

For specimen collection and or shipping information,
contact dphlabkits@ky.gov

#  Speecimens will be stable refrigerated for 72 hours and if frozen. 6 weeks.
*  For Quantitative HCV RNA testing interpretation questions. contact DLS at 502-564-4446

Screening andReferral Guidance

Screening and Referral Guidance for Hepatitis C
Virus (HCV) Infection among High Risk Individuals
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Outreachand Syringe Exchange Programs

Outreach or Syringe Exchange Programs:

Hepatitis C Virus (HCV) Rapid Test and Follow Up Guidance

Rapid HCV Perform Rapid

HCV Test
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infection
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results
Counsel regarding HCV
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No further testing
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Screening and Referral Guidance for Hepatitis C Virus Infection among High Risk Pregnant

Women
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HCV Antibody Perform HE\E ARt
HCV
Antibody
Test

Assess for Obtain HCV RNA

Quantitative Test
results in Outreach

HCV RNA

infection

Provide test results and

HCV RNA

P:;:v»de tesli' results counseling Provide test results regarding vaidg test mplts and counsel
and counseling Counsel regarding HCV meaning of test results rsgard‘;ng m:;::rlg of test results and
t ey i i ways to protect liver
No further testing ;z‘\i’:lsss;:aadn MEYEO Counsel regarding HCV c | regarding HOV ol
recommended transmission and ways to ounsel regarding li:ansnnssmn
Assess for and recommend prevent spread and ways to prevent spre
HIV and HBV testing Assess for and recommend a;sis': K and recommend HIV and
Assess for and consider HepA HIV and HBV testing =Hng
& HepB vaccination during Assess for and consider HepA Car}sider HepA & HepB vaccination
pregnancy or postpartum during pregnancy or postpartum

Recommend repeat HCV
antibody testing when
admitted for delivery

Hepatitis C Virus (HCV)

& HepB vaccination during
pregnancy or postpartum

Report Hepatitis C infection in pregnant
woman using the EPID 394 form

Recommend visit to OB/GYN and/ or
primary care provider

July 2022



Screening and Referral Guidance for Infants Born to Mothers with HCV Infection
Screening and Referral Guidance for Infants Born to

Mothers with Hepatitis C Virus (HCV) Infection

Infant born to mother with a
positive HCV Antibody test or
positive HCV RNA Test

. Report to KY DPH using the EPID 394 form and
recommend visit to pediatrician or family practice for
follow up test at 2 month or 4 month well child visit

Provide HBV vaccination
. Mo HCV test recommended at time of BIRTH

- Provide HCV counseling to caregiver on HCV transmission
and ways to prevent spread

. Infant may be breastfed as long as mother's nipples are not
cracked or bleeding

. Recommend physician assessment and evaluation for HCV RNA
HCV RNA Quantitative test at 2 month or 4 month well-child visit, or the HCV HCV ENA

Quantitative Negative antibody test at 18 manths ofage Quantitative Positive

2  Counsel caregiver on transmission and ways to prevent spread 1

3. Provide test results and counseling Ongoing evaluation and follow
= : up by pediatrician or family

J 3 y

4 ;‘}]::ilzt‘:ii:; resend the EPID 394 form to report a HCV Antibody B rabt e Y el i

No further
action needed
Update and resend the EPID 394
form to report a HCV RNA
Quantitative positive test

ADMINISTRATIVE REFERENCE SECTION

Coding on the HCV Screening and Testing Record & Coding on the Patient Encounter Form (PEF),
refer to Appendix 3, the 6-Kentucky Hepatitis C Virus (HCV) Local Health Department Screening and
Testing Billing Codes.

Medicaid Preventive Fee Schedule:

86803- Hepatitis C ANHDOAY tESE, ... ..ot $19.42

87522- Hepatitis C, Quantification, includes reverse transcription when performed.......................... $58.29
99201- Office/ OUtpatient VISIE NEW..............cciieiiie ettt $39.86
99202- Office/ Outpatient Visit NEW............ooi e $68.99
99203- Office/ Outpatient Visit NEW.............oiiiiiii e e e $100.39
99204- Office/ Outpatient ViSit NEW.............oiiiii e a e $155.31
99205- Office/ Outpatient VISIt NEW............cc.eiiiiiiiiie ettt $194.18
99211- Office/ Outpatient Visit Established (EST)........ccoooiiiiiiiiiii e $18.28
99212- Office/ Outpatient VISit EST .........ccuiiie ettt e e s srae e e snnaeee e $40.17
99213- Office/ Outpatient Visit EST ..........coocieiieiie ettt $67.93
99214- Office/ Outpatient VisSit EST .........oocuiiieiiie e $100.55
99215- Office/ Outpatient VisSit EST ........coouiiieiiiie et $135.11

Partnerships with local substance use service providers

LHDs are encouraged to work with local substance abuse services that treat IDUs to develop
anti-HCV testing services for their clients. A current list of Kentucky Opioid Treatment
programs can be found at: https://kbml.ky.gov/prescribing-substance-
abuse/Documents/Resources%20SA%20Kentucky%200pioid%20Treatment%20Programs.pd
f
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Kentucky HCV Screening, Testing and Referral Guidance

Identify Individuals

HCV Pre-Test Counseling

HCV Testing

HCV RNA Confirmation & Referral

Identify Individuals for Testing-See
KDPH Hepatis C virus (HCV) Risk
Assessment Form:

1. Baby boomers (born between
1945 and 1965)

2. Pregnant Women

3. High Risk Factors Identified:

Currently or ever injected drugs,
including those who injected/
intranasal once or a few times many
years ago

Unregulated body piercing and/ or
tattoos

Household contact with a known
HCV-positive person

History of high-risk sexual behavior

History of sexually transmitted
infection

History of incarceration

Have certain medical conditions,

including persons:

¢ who received clotting factor
concentrates produced before
1987

¢ whowere everon long-term
hemodialysis

¢ who have HIV infection

¢ who have Hepatitis B infection

Pre-test HCV counseling

1. Discuss CDCtesting
recommendations
2. ProvideHCVdisease and
transmission overview:
a. Prevalence
b. Waystoprevent
spread
c. Prognosis:Curable
disease with
appropriate
management
3. Assess for, and if needed,
recommend HIV and HBV
testing
4. Assess for, and if needed,
recommend Hep A & Hep B
vaccinations
5. Discuss HCV testing process
and timing:

Option 1: HCV antibody test
Option 2: HCV rapid test

If positive results: HCV RNA
Quantitative confirmation

Option 1- Local Health Department
HCV Antibody Test for Screening

Individuals

A. Conduct antibody test using
the” HCV Antibody and HCV
RNA Quantitative Specimen
Collection and Handling
Guidance”

B. Receive test results

HCV Antibody Test Result
Notification
If Positive HCV antibody results:

A. DLSwillautomatically reflex
specimen for HCV RNA
Quantitative testing

B. Receive lab results from lab

C. Providetestresults and
counseling

If Negative HCV antibody results:

A. Providetestresults and
counseling

B. Counselregarding meaning
of test results

C. Counsel regarding
transmissionand ways to
prevent spread

Option 2- Syringe Exchange
Programs-HCV Rapid Test for
Screening Individuals
A. Conduct onsite rapid HCV
test
B. Receive test results

HCV Rapid test

If Positive HCV antibody results:
A. Provide on-site rapid test
results and counseling

HCV RNA Quantitative Test Results
HCV RNA Quantitative Test Results-

If positive HCV RNA Quantitative
results:

A. Provide HCV RNA test
results. Counsel regarding
meaning of test results,
avoiding transmission to
others and next steps of
follow up

B. Recommend follow upto
either:

a. Primary care provider

b. HCVProvider
Specialist

c. Hepatologist

d. Gastroenterologist

e. Infectious Disease
Specialist

If negative HCV RNA Quantitative
results:
A. Providetestresults and
counseling
B. Counselregarding meaning
of test results
C. Counsel regarding HCV
transmission and ways to
prevent spread

If positive HCV RNA Quantitative
results:

A. Provide HCV RNA test
results. Counselregarding
meaning of test results,
avoiding transmission to
others and next steps of
follow up

B. Recommend follow upto
either:

a. Primary care provider

Kentucky Hepatitis C Virus
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B.

C.

During same visit or later
visit, draw blood for HCV
RNA Quantitative testing
using the “HCV Antibody and
HCV RNA Quantitative
Specimen Collection and
Handling Guidance”
Receive lab results from lab

If Negative HCV rapid results:

A
B.

C.

Providetestresults and
counseling
Counselregarding meaning
of test results

Counsel regarding HCV
transmission and ways to
prevent spread

b. HCVProvider
Specialist
Hepatologist
Gastroenterologist
e. Infectious Disease
Specialist

oo

If negative HCV RNA Quantitative
results:
A. Providetestresults and
counseling
B. Counselregarding meaning
of test results and
C. Counsel regarding HCV
transmission and ways to
prevent spread

Kentucky Hepatitis C Virus
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HIV Non-Clinical and Clinical Protocols

Table of Contents

HIV Testing in Non-Clinical and Clinical Settings
Reporting HIV/AIDS Cases
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Non-Clinical Settings: Rapid Testing Finger Stick
TRAIN courses 1103422, 1103534, and 1103535 are encouraged for clinical providers performing
rapid testing.

Pre-results Steps

Step 1: Introduce and orient client to session
¢ Introduce yourself and describe your role
¢ Provide a brief session overview including:

o How long the session will take
o Process for conducting the test
o How the results are returned (same session)
¢  Obtain concurrence to proceed with the session
Step 2: Conduct brief risk screening
¢ Ask how the client decided to be tested; listen and probe for previous testing history and

indicators of increased risk includirP:
o Potential exposure in last 24—72 hours (to indicate need for non-occupational post-
exposure prophylaxis [nPEP])

o Potential %x osure in Jast 3 months (to indicaée need for acute infection testing,
retesting onths after last exposure, con oms?

S toms (to indicate need for acute infection testing [venipuncture] and accessin
© n'i)ggﬁzal ca#eg 9l P ] g

o Ongoing risk behavior or key population (men who have sex with men [MSM], persons
who inject drugs [PWID], partner with unknown or known HIV-positive status,
transgender woman)

¢ Address indicators of increased risk and make immediate referrals to other services (i.e.,
nPEP, acute infection testing, or medical care) as indicated
¢ Assess the client's knowledge of HIV transmission, provide accurate information as needed
¢  Prepare for possible test results
Step 3: Prepare for and conduct initial instant HIV test (~1 minute read time)
o Explain the process of conducting the HIV test, including:
o Type of test used (instant, HIV-1/HIV-2 antibody test, INSTI)

o Samrﬁle collected gipgrerstick,b#ood; do not use oral fluid as tests conducted with blood
are more sensitive for early infection)

o  Time until test results are ready (~1 minute)
¢ Explain the meaning of HIV-negative and HIV-positive test results, including:
o Need for retesting if HIV-negative
o Need for and process of conducting confirmatory testing if HIV-positive
o Possibility of invalid result
¢  Obtain consent to test (oral or written)
¢ Distribute test kit information booklet (required for CLIA-waived tests)
e  Collect specimen and conduct instant HIV test

Post-results steps
Step 4: Provide results of initial instant HIV test and conduct confirmatory testing if needed
¢  Confirm readiness to receive results
¢ Provide a clear explanation of results
o NON-REACTIVE (HIV-NEGATIVE)
o REACTIVE (HIV-POSITIVE): Confirmatory testing
o INVALID (RARE): Repeat testing
Step 5: Develop care, treatment, and prevention plan based on results
NON-REACTIVE (HIV-NEGATIVE)
o Explore client’s reaction to result
¢ Discuss need for retesting based on window period of test used and client’s risk
¢ Emphasize key risk reduction strategies that will help the client remain HIV-negative:
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Choose less risky sexual behaviors

Get tested for HIV together with partner(s)

Use condoms consistently and correctly

Reduce number of sex partners

Talk to doctor about PrEP as indicated (according to PrEP screening indicators)

-II-I?\l/k) to doctor about nPEP as indicated (within 3 days following a specific exposure to

O O O O O O

o Gettested and treated for other STDs and encourage partners to do the same
o If partner is HIV-positive, encourage partner to get and stay on treatment
¢ Provide condoms and refer to Syringe Service Programs (SSPs) as appropriate
REACTIVE (HIV-POSITIVE)
o Explore client’s reaction to result
o Advise on next steps for follow-up testing
¢ The Kentucky Department for Public Health supported HIV testing in nonclinical settings
employ option #2. For clinical sites, #1 and #2 are options for follow-up.
1. Collect a specimen to send to DLS for confirmatory testing after the initial reactive instant
test result; discuss the importance of returning to the agency to get the test result; and
schedule a day and time for the client to return to the agency to get the result of the follow-up
test.
2. Collect a specimen and run a second rapid test using a different rapid test to confirm the
result. If the second test is also reactive, proceed with steps 5 and 6. For a nonreactive
confirmatory result, refer the client to a clinical provider or collect a sample to send to DLS.
e Discuss disclosure and inform about processes for partner services
¢ Advise to access care and treatment for HIV
o Treatment can help people with HIV live long, healthy lives and prevent transmission
o  Other health issues can be addressed
o Emphasize key risk reduction strategies that will prevent transmission
Choose less risky sexual and drug-using behaviors
Get tested together with their partners
Use condoms consistently and correctly
Reduce number of sex partners
o Encourage partners to be tested
¢  Provide condoms
Step 6: Refer and link with medical care, social and behavioral services
o |dentify necessary medical, social, and behavioral referral services
e Make referrals as indicated, including to SSPs as appropriate
¢ Track linkage to HIV medical care

O O O O

Complete and submit EvaluationWeb HIV Test form for all state-sponsored HIV tests within 2 weeks.

HIV Testing — Clinical Settings

Clinical Settings: Laboratory Testing/Venipuncture
¢ If possible, persons at highest risk should be tested for acute infection.

¢ Ifaclient is concerned about a recent exposure or reports symptoms of acute HIV infection
such as persistent fever, swollen throat or lymph nodes, or other severe flu-like symptoms,
they should undergo laboratory testing.

¢ The need for using protection until acute infection can be ruled out should be emphasized.

o If testing immediately for acute infection is not an option, then the client should be tested using
the non-clinical site protocol above and then retested 3 months after their potential exposure.

¢ Ingeneral, tests used for acute infection will be antigen/antibody combination tests used with
blood specimens collected from the vein.

¢ The Department of Laboratory Services (DLS) screening test is Bio-Rad HIV Combo Ag/Ab
EIA. A positive screening test is confirmed with the Bio-Rad Geenius HIV 1/2 Supplemental
Assay.

¢ Schedule a follow-up appointment for test results ideally with the same provider.
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¢ If negative, advise retest 3 months from last exposure and make appropriate referrals (PrEP,
SSP, vaccinations, etc.). Offer screening services for other STl and condoms.

o If positive, refer to HIV care through HIV Care Coordinator program, with a goal of linking HIV
positive persons to care within 7 days. Advise patient will be contacted by Partner Services to
identify and notify sexual partners and syringe sharing partners of need for testing. Encourage
those who tested anonymously to agree to confidential services. Offer screening services for
other STl and TB, provide condoms, offer vaccinations, and advise on SSP.

Complete and submit EvaluationWeb HIV Test form for all state-sponsored HIV tests within 2 weeks
after giving results to patient. If patient does not return within 2 months for results, complete and submit
form to the HIV/AIDS Section. Retain the original copy at the local site for at least one year in case the
patient returns (in which case, update and resubmit form).

How to collect sample and send to State Lab (DLS)

¢  Enter patient demographics into Outreach. Print labels from Outreach and fix to specimen tube.

¢ Collect and submit 7-10 ml red stopper tube of whole blood to the Virology Section of DLS. Two
unique patient identifiers must be present on the tube and the label from Outreach.

¢ Confidential Test: Two unique patient identifiers on lab form and specimen tube. (preferred)

¢ Anonymous Test: ID number only on lab form and specimen tube.

¢ Court-Ordered Test: Name and ID number or another patient identifier must be on lab form and
specimen tube. Send the most recent version of the Administrative Order of the Courts Form
499 to DLS with the specimen.

HIV Testing Non-Clinical and Clinical Sites

Confidential tests are preferred over anonymous tests.

Positive results must be reported to the Kentucky Department for Public Health within 5 business days.
For reporting requirements, see https://chfs.ky.gov/agencies/dph/dehp/hab/Pages/reportsstats.aspx.
Once reported, a Disease Intervention Specialist (DIS) will provide partner services for persons
diagnosed with HIV disease and are available statewide.

For Kentucky HIV Care Coordinator locations, please see:
https://chfs.ky.gov/agencies/dph/dehp/hab/Pages/services.aspx.

For Kentucky HIV/AIDS Prevention Programs and EvaluationWeb HIV testing form go to
https://chfs.ky.gov/agencies/dph/dehp/hab/Pages/prevention.aspx. All state sponsored HIV tests
(positive and negative) must have a completed EvaluationWeb form.

CDC recommends that all adolescents and adults get tested at least once for HIV as a routine part of
medical care, and that MSM and others at high risk for HIV infection be tested at least annually. In
addition, MSM and other persons participating in high risk activities might benefit from more frequent
screening, such as every 3 to 6 months.

Reporting HIV/AIDS Cases

Report either by phone or mail. When mailing, place case forms inside 2 sealed envelopes, both marked
CONFIDENTIAL.

Adult and pediatric case report forms can be downloaded from the website at: HIV/AIDS Reporting and
Statistics - Cabinet for Health and Family Services (ky.gov). Please use the adult and pediatric case
report forms when mailing in case reports. Do not fax any confidential information.

Reporting by phone:
HIV Surveillance staff at (866) 510-0008.
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Reporting by mail:

Kentucky Department for Public Health
ATTN: Surveillance

275 East Main Street, HS2E-C
Frankfort, KY 40621

Kentucky Department for Public Health follows the provisions of 902 KAR 2:020 §16. Reportable Disease
Surveillance (section 16, page 12).

Additional Resources

HIV Testing in Nonclinical Settings | Diagnose | Effective Interventions | HIV/AIDS | CDC

Post-Exposure Prophylaxis (PEP) | HIV Risk and Prevention | HIV/AIDS | CDC

Pre-Exposure Prophylaxis (PrEP) | HIV Risk and Prevention | HIV/AIDS | CDC

Learn About PrEP | Preventing New HIV Infections | Clinicians | HIV | CDC

HIV - STI Treatment Guidelines (cdc.gov)

About HIV/AIDS | HIV Basics | HIV/AIDS | CDC

Testing | HIV Basics | HIV/AIDS | CDC
Types of HIV Tests | Testing | HIV Basics | HIV/AIDS | CDC
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https://apps.legislature.ky.gov/law/kar/902/002/020.pdf
https://apps.legislature.ky.gov/law/kar/902/002/020.pdf
https://www.cdc.gov/hiv/effective-interventions/diagnose/hiv-testing-in-nonclinical-settings?Sort=Title%3A%3Aasc&Intervention%20Name=HIV%20Testing%20in%20Nonclinical%20Settings
https://www.cdc.gov/hiv/risk/pep/index.html
https://www.cdc.gov/hiv/risk/prep/index.html
https://www.cdc.gov/hiv/clinicians/prevention/prep.html
https://www.cdc.gov/std/treatment-guidelines/hiv.htm#%3A%7E%3Atext%3DIf%20early%20or%20acute%20infection%20is%20suspected%20and%2Ctests%20be%20assessed%20with%20a%20laboratory-based%20Ag%2FAb%20assay
https://www.cdc.gov/hiv/basics/whatishiv.html
https://www.cdc.gov/hiv/basics/testing.html
https://www.cdc.gov/hiv/basics/hiv-testing/test-types.html

Immunizations
Table of Contents

CLINICAL PROTOCOLS

Vaccine Information Statements

ACIP Recommended Immunization Schedules
COVID-19 Vaccines
MODERNA
PFIZER
NOVAVAX
DTaP and Combinations
Hep A

Hep B
Hib Vaccine

HPV

Influenza

PV

JYNNEOS

MMR

MMRV

MenACWY

Meningococcal Group B Vaccine (MenB)
PCV13

PCV15-PCV20—-PPSV23

Rotovirus (RV1 And RV5)

Id

TDaP

VARICELLA

VAXELIS

RzV

Perinatal Hepatitus B Prevention Program and Case Management Protocol

Adverse Events Following Vaccination

These protocols are based on the recommendations of the Advisory Committee for Immunization Practices (ACIP),
http://www.cdc.gov/vaccines/hcp/acip-recs/index.html
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Vaccine Information Statements (VIS):

Vaccine Information Statements (VISs) are information sheets produced by the Centers for Disease
Control and Prevention (CDC) that explain to vaccine recipients, their parents, or their legal representative
both the benefits and risks of administering certain vaccines. Federal law requires that VISs be handed
out (before each dose) whenever certain vaccines are given.

Copies of the latest VISs, may be obtained from the CDC Website,
https://www.cdc.gov/vaccines/hcp/vis/index.html, or on the Immunize.org Website,
http://www.immunize.org/vis/, or from within the Kentucky Immunization Registry.

ACIP Recommended Immunization Schedules:

The current editions of the ACIP “Recommended Immunization Schedule for Children and Adolescents
Aged 18 Years or Younger,” catch-up immunization schedules for children and adolescents, and the ACIP
“‘Recommended Immunization Schedule for Adults, Aged 19 Years or Older,” are available online from the
CDC at http://www.cdc.gov/vaccines/schedules/index.html.

+  The American College of Nurse-Midwives has been added to the list of organizations that
approve the child and adolescent immunization schedule.
o Trademark symbols (®) were added to all vaccine trade names.
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GENERAL COVID-19 VACCINE RECOMMENDATIONS

= COVID-19 vaccination is recommended for everyone aged 6 months and older in the United
States for the prevention of COVID-19. However, the age groups approved under FDA, BLA or
authorized under EUA to receive vaccination vary by vaccine product. CDC has issued
recommendations for primary series, additional primary doses, and booster doses of COVID-19
vaccines, refer to the individual protocols for those products.

*  Childrenaged less than six months (<6mths) should not receive any COVID-19 vaccine
doses (either standard or partial doses) at this time unless part of a clinical trial.

» Terminology for COVID-19 Vaccine Dosing

= Primaryseries: Two (2)-dose series of an mMRNA COVID-19 vaccine (Pfizer-BioNTech and
Moderna) or a single dose of Janssen vaccine

= Additional primary dose: a subsequent dose of vaccine administered to people who likely did
not mount a protective immune response after initial vaccination. An additional primary mRNA
COVID-19 vaccine dose is recommended for moderately and severely immunocompromised
people who received a two (2)-dose mRNA vaccine primary series.

» Booster dose: a subsequent dose of vaccine administered to enhance or restore protection by
the primary vaccination which might have waned over time.

» Homologous booster dose: a subsequent dose of vaccine that is the same product as the
primary series

*» Heterologous booster dose (mix-and-match booster): a subsequent dose of vaccine that
is a different product than the primary series.

= Fully Vaccinated: a person has received their primary series of COVID-19 vaccines.

» Upto Date: a person has received allrecommended COVID-19 vaccines, including any
booster dose(s) when eligible.
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https://www.fda.gov/consumers/consumer-updates/understanding-regulatory-terminology-potential-preventions-and-treatments-covid-19
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People who received COVID-19 vaccine outside the United States

¢ Individuals who have received either all doses of an FDA-approved/FDA-authorized COVID-
19 vaccine or WHO-EUL COVID-19 vaccine;

O Are considered fully vaccinated and
o Do not need any subsequent primary series doses.

¢ Individuals who have received the first dose of a two (2)-dose FDA-approved/FDA-
authorized mRNA COVID-19 vaccine:

o Do not need to restart the vaccine series.
o Should receive the second dose as close to the recommended time as possible

o O;tggigg{'gg!etmg the two (2)-dose primary series are considered fully

¢ Individuals who were vaccinated in countries where only asingle mRNA COVID-19 vaccine dose is
administered:

o Are not considered fully vaccinated in the United States.

o Should receive an age-appropriate second dose of an mRNA vaccine (i.e., Pediatric Pfizer- BioNTech
COVID-19 Vaccine formulation for persons aged five (5) through eleven (11) years [orange cap and
label with orange border]; COMIRNATY; Pfizer- BioNTech COVID- 19 formulation for persons greater
than or equal to twelve (212) years old [purple cap and label with purple border]; or Moderna for
persons greater than or equal to eighteen (=18) years to complete the two (2)-dose primary series.

o Upon completion, they are considered full-vaccinated.

The minimum interval between receipt of the non-FDA-approved/authorized vaccine and initiation of the
FDA-approved/authorized COVID -19 vaccine primary series is at least twenty-eight (28) days.

People vaccinated outside the United States who received a full primary mRNA series,
should receive a COVID-19 vaccine booster dose or an additional primary dose per the
recommendations for that individual based on their age https://www.cdc.gov/vaccines/covid-
19/clinical-considerations/covid-19-vaccines- us.html#people-vaccinated-outside-us.

People who completed all of the recommended doses of an WHO-EUL COVID-19 vaccine* not approved or authorized
by FDA, or people who completed a heterologous (mix and match) series composed of any combination of FDA-
approved, FDA-authorized, or WHO-EUL COVID-19 vaccines:

o Are considered fully vaccinated.
¢ Under the EUI, moderately or severely immunocompromised people aged = 1 2 years should receive
an additional primary dose of Pfizer-BioNTech COVID-19 vaccine (30 ug formulation [purple cap]) at least
28 days after receiving the second vaccine dose of their primary series as detailed
in Considerations for COVID-19 vaccination in moderately or severely immunocompromised people.
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html#considerations-
covid19-vax-immunocopromised
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e Under the EUI, people aged = 18 years (including moderately or severely immunocompromised people who
received an additional primary dose) are eligible to receive a single booster dose of Pfizer-BioNTech COVID- 19
vaccine (30 ug formulation [purple cap]) at least 3 months after completing their primary series, as detailed in
Considerations for use of a COVID-19 vaccine booster dose.

People who received only the first dose of a multidose WHO-EUL COVID-19 primary series*that is not FDA-
approved or FDA-authorized, or who received all or some of the recommended doses of a COVID-19 vaccine
primary series that is not listed for emergency use by WHO:

e Should be offered primary vaccination with an FDA-approved or FDA-authorized COVID-19 vaccine (i.e.,
2-dose mRNA series or single Janssen dose), with a minimum interval of at least 28 days since receipt of
the last dose of a non-FDA-approved/authorized vaccine.

o After completion of primary vaccination with an FDA-approved or FDA-authorized COVID-19 vaccine,
these individuals are considered fully vaccinated and are not recommended to receive an additional
primary or booster dose at this time.

Currently, there is no data to support safety and efficacy of COVID-19 vaccination in persons who have
received monoclonal antibodies or convalescent plasma treatment. There is no need to defer vaccination
after monoclonal antibodies or convalescent plasma treatment.
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Moderna COVID-19 Vaccine Bivalent
Standing orders for Administering Vaccine
6 months to 5 years old
(Dark Blue Cap with Gray Label OR Dark Pink Cap-Yellow (Border)

Vaccine Diluent Dosage (amount)/Route
6 months through 5 years old (DARK DONOT 0.25MI (25mcq) IM Injections
BLUE CAP WITH GRAY LABEL DILUT
6 months through 5 years old
Bivalent (Pink cap with Yellow border DONOT 0.2mL(10mcq) IM injection
label) DILUTE

Purpose
e Toreduce morbidity and mortality from coronavirus disease 2019 (COVID-19) by vaccinating persons
who meet the criteria established by the Centers for Disease Control and Prevention’s Advisory
Committee on Immunization Practices (ACIP).

Policy
¢ Where authorized under state law, standing orders enable eligible nurses and other healthcare
professionals (e.g., pharmacists) to assess and vaccinate persons who meet the criteria in the
"Procedure" section below without the need for clinician examination or direct order from the
attending provider at the time of the interaction.
¢ Review package insert prior to administration and confirm storage and handling guidance.

Procedure
e Assess persons 6 months-5 years old for Moderna COVID-19 Vaccine based on the following criteria:

Children who ARE NOT moderately or severely immunocompromised

o Iftherecipienthas never receivedaCOVID-19 vaccine, administer dose 1 (one) of
Moderna bivalent COVID-19 vaccine and dose 2 (two), 4-8 weeks later (DARK
BLUE CAP WITH GRAY LABEL 0.25 ML)

o Ifthe recipient has received 1 (one) previous dose of Moderna monovalent COVID-19
vaccine, administer 1 (one) dose of the bivalent COVID-19 vaccine at least 4-8 weeks
after the receipt of the monovalent vaccine (DARK BLUE CAP WITH GRAY
LABEL 0.25 ML)

e Ifthe recipient has received 2 (two) doses on the monovalent Moderna COVID-19 vaccine,
administer 1 (one) dose of the bivalent COVID-19 vaccine at least 8 weeks after the last
monovalent vaccine. (DARK PINK CAP WITH YELLOW LABEL 0.2 ML)

e Ifthe recipient has received 2 (two) doses of the monovalent Moderna COVID-19 vaccine
and 1 (one) dose of the bivalent vaccine, no additional doses are recommended.

Children who ARE moderately or severely immunocompromised

¢ Iftherecipient has never receiveda COVID-19vaccine, administer dose 1 (one) of Moderna
bivalent COVID-19 vaccine and dose 2 (two) at least 4 weeks later and dose 3
(three) at least 4 weeks later (DARK BLUE CAP WITH GRAY LABEL 0.25 ML)

o If the recipient has received 1(one) previous dose of Moderna monovalent COVID-19
vaccine, administer 1(one) dose of the bivalent COVID-19 vaccine at least 4 weeks after
the receipt of the monovalent vaccine and dose 2 (two) at least 4 weeks later
(DARK BLUE CAP WITH GRAY LABEL 0.25 ML)

e Ifthe recipient has received 2 (two) doses of the monovalent Moderna COVID-19 vaccine,
administer 1 (one) dose of the bivalent COVID-19 vaccine at least 4 weeks after the last
monovalent vaccine. (DARK BLUE CAP WITH GRAY LABEL 0.25 ML)

e Ifthe recipient has received 3 (three) doses of the monovalent Moderna COVID-19 vaccine,
administer 1 (one) dose of the bivalent COVID-19 vaccine at least 8 weeks after last
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monovalent dose (DARK PINK CAP WITH YELLOW LABEL 0.2 ML)

o If the recipient has received 2 (two) doses of the monovalent Moderna COVID-19 vaccine and
1 (one) dose of the bivalent vaccine, 1 additional dose of a homologous bivalent mMRNA vaccine
at least 2 months following the last recommended bivalent mMRNA COVID-19 vaccine dose. For
Moderna, 0.2mL/10 ug (dark pink cap and label with a yellow boarder) is recommended;
0.25/25 ug (dark blue cap and label with a gray border) is also authorized.

o Ifthe recipient has received 3 (three) doses of the monovalent Moderna COVID-19 vaccine and
1 (one) dose of the bivalent vaccine, 1 additional dose of a homologous bivalent mMRNA vaccine
at least 2 months following the last recommended bivalent mRNA COVID-19 vaccine dose For
Moderna, 0.2mL/10 ug (dark pink cap and label with a yellow boarder) is recommended;
0.25/25 ug (dark blue cap and label with a gray border) is also authorized.

NOTE: In addition to the above recommendations, further additional homologous bivalent dose(s) may be
administered, informed by the clinical judgement of a healthcare provider and personal preference and
circumstances. Any further additional doses should be administered at least 2 months after the last COVID-19
vaccine dose

Children with a history of myocarditis or pericarditis:
o Ifhistory is prior to COVID-19 vaccination, may receive Moderna COVID-19 vaccine

formulation 6 months through 5 years of age after the episode of myocarditis or pericarditis has completely

resolved.
If myocarditis or pericarditis occurred after the first dose of an mRNA vaccine, experts advise no additional doses of
any COVID-19 vaccine. If, after a risk assessment. a decision is made to administer a subsequent dose of COVID-
19 vaccine, vaccine should not be administered until the myocarditis or pericarditis has resolved. Clinical
considerations can be found at www.cdc.gov/vaccines/ covid-19/clinical- considerations/covid-19-vaccines-us.
html#considerations-pfizer-biontech-moderna

Additional Clinical Considerations

¢ For children who received a COVID-19 vaccine that is not currently authorized or approved in the United
States, guidance can be found at: https://www.cdc.gov/vaccines/covid-19/info-by-product/clinical-considerations.
html#not-authorized-vaccines

¢ Moderna COVID-19 Vaccine may be co-administered with other vaccines without regard to timing, including
simultaneous administration.

¢ Forrecommendations for COVID-19 vaccination and SARS-CoV-2 infection, see
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html

Screen for Contraindications
¢ Do not administer Moderna COVID-19 Vaccine to individuals with known history of a severe allergic
reaction (e.g., anaphylaxis) to any component of the Moderna COVID-19 Vaccine (see Full EUA
Prescribing Information).

Precautions
¢ Most people determined to have a precaution to a COVID-19 vaccine at their appointment can and
should be administered vaccine.
¢ History of:
o Immediate allergic reactionf to any non-COVID-19 or
injectable therapy (i.e., intramuscular, intravenous, or
subcutaneous vaccines or therapies [excluding subcutaneous
immunotherapy for allergies, i.e., “allergy shots”])
o Immediate (within 4 hours after vaccination) non-severe,
allergic reaction to a previous dose of the COVID-19 vaccine
o Moderate to severe acute illness
o History of MIS-C or MIS-A
o Myocarditis or pericarditis after a dose of an mMRNA COVID-19 vaccine

Vaccine Administration
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¢ Prepareto administer vaccine by IM injection.

o Needle gauge and length: Use a 22-25-gauge, 1 inch
o  Forchildren:
. 6 months through 2 years: Vastus lateralis muscle inthe anterolateral thigh

. 2through Syears: Deltoid muscle in the upper arm

¢ See guidance provided above for dosing and schedule regimen

¢ Document vaccination.

o COVID-19 vaccination providers must document vaccine administration in their medical
record systems within 24 hours of administration and use their best efforts to report
administration data to the relevant system (e.g., immunization information system) for the
jurisdiction as soon as practicable and no later than 72 hours after administration.

o Document each recipient's vaccine administration information:
»  Medical record: The vaccine and the date it was administered, manufacturer, lot number,
vaccination site and route, name and title of the person administering the vaccine
»  Vaccination record card: Date of vaccination, product name/manufacturer, lot number, and
name/location of the administering clinic or healthcare professional. Give to the vaccine
recipient.

* Immunization information system (IIS): Report the vaccination to the appropriate state/local
IIS.

Post Vaccination Monitoring
Be prepared to manage medical emergencies.

= Vaccination providers should observe patients after vaccination to monitor for the occurrence of
immediate adverse reactions, including syncope:

o 30 minutes; Persons with a history of:
= A contraindication to another type of COVID-19 vaccine product.

*  Immediate (within 4 hours of exposure) non-severe allergic reaction to a COVID-19
vaccine.

*  Immediate allergic reaction of any severity to a non- COVID-19 vaccine or injectable
therapies

= Anaphylaxis due to any cause.
o 15 minutes: All other persons

Warnings

Management of Acute Allergic Reactions
¢ Appropriate medical treatment to manage immediate allergic reactions must be immediately
available in the event an acute anaphylactic reaction occurs following administration of the
Moderna COVID-19 Vaccine.
¢ Monitor Moderna COVID-19 Vaccine recipients for the occurrence of immediate adverse
reactions according to the Centers for Disease Control and Prevention (CDC) guidelines
(https://www.cdc.gov/vaccines/covid-19/clinical-considerations/managing-anaphylaxis.html)

Myocarditis and Pericarditis
¢ Post marketing data demonstrate increased risks of myocarditis and pericarditis, particularly
within 7 days following the second dose. The observed risk is highest in males 18 through 24
years of age. Although some cases required intensive care support, available data from short-
term follow-up suggest that most individuals have had resolution of symptoms with conservative
management. Information is not yet available about potential long-term sequelae. The CDC has
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published considerations related to myocarditis and pericarditis after vaccination, including for
vaccination of individuals with a history of myocarditis or pericarditis
(https://www.cdc.gov/vaccines/covid-19/clinical-considerations/myocarditis.html)
Syncope
¢ Syncope (fainting) may occur in association with administration of injectable
vaccines, in adolescents. Procedures should be in place to avoid injury
from fainting.

Altered Immunocompetence

¢ Immunocompromised persons, including individuals receiving immunosuppressant
therapy, may have a diminished immune response to the Moderna COVID-19 Vaccine.

Adverse Reactions

Adverse Reactions in Clinical Trials

¢ Adverse reactions in individuals 6 months through 23 months of age following administration of
the primary series included irritability/crying, pain at the injection site, sleepiness, loss of
appetite, fever, swelling at the injection site, erythema at the injection site, and axillary (or groin)
swelling/tenderness. (See Full EUA Prescribing Information)

¢ Adverse reactions in individuals 24 months through 36 months of age following administration
of the primary series included pain at the injection site, irritability/crying, sleepiness, loss of
appetite, fever, erythema at the injection site, swelling at the injection site, and axillary (or groin)
swelling/tenderness. (See Full EUA Prescribing Information)

¢ Adverse reactions in individuals 37 months through 5 years of age following administration of
the primary series included pain at the injection site, fatigue, headache, myalgia, fever, chills,
nausea/vomiting, axillary (or groin) swelling/tenderness, arthralgia, erythema at the injection
site, and swelling at the injection site. (See Full EUA Prescribing Information)

Adverse Reactions in Post-Authorization Experience

¢ Anaphylaxis and other severe allergic reactions, myocarditis, pericarditis, and syncope have been
reported following administration of the Moderna COVID-19 Vaccine outside of clinical trial

Report adverse events to the Vaccine Adverse Event Reporting System (VAERS). While this vaccine is under
Emergency Use Authorization (EUA) (https://www.fda.gov/emergency-preparedness-and-response/
mcm-legal-regulatory-and-policy-framework/emergency-use-authorization), healthcare professionals are
required to report to VAERS:
¢ Vaccine administration errors (whether associated
with an adverse event [AE] or not)
o  Serious AEs (irrespective of attribution to vaccination)
» Multisystem inflammatory syndrome (MIS) in adults (https://www.cdc.gov/mis-c/mis-a.html) or
children (https://www.cdc.gov/mis-c/index.html)
¢ Cases of COVID-19 that result in hospitalization or death
» Any additional AEs and revised safety requirements per the Food and Drug Administration’s
(https:/Avww.https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-requlatory-and-
policy-framework/emergency-use-authorization) conditions for use of an authorized vaccine
throughout the duration of the EUA
¢ Healthcare professionals are encouraged to report to VAERS (https://vaers.hhs.gove/):

o Clinically important adverse events that occur after vaccination, even if you are not sure
whether the vaccine caused the adverse event
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Moderna Bivalent
Standing orders for Administering Vaccine

6 years through 11 years old Dark Blue Cap-Gray Label Border

Vaccine Diluent Dosage (amount)/Route

Bivalent Booster DO NOT DILUTE 0.25mL/(25mcq) IM injections
(Dark Blue Cap-Gray Label Border)

Purpose
¢ Toreduce morbidity and mortality from coronavirus disease 2019 (COVID-19) by vaccinating persons
who meet the criteria established by the Centers for Disease Control and Prevention’s Advisory
Committee on Immunization Practices (ACIP).

Policy
o Where authorized under state law, standing orders enable eligible nurses and other
healthcare professionals (e.g., pharmacists) to assess and vaccinate persons who meet the
criteria in the "Procedure" section below without the need for clinician examination or direct

order from the attending provider at the time of the interaction.
¢ Review package insert prior to administration and confirm storage and handling guidance.

Procedure
¢ Assess persons 6 years through 11 years old for Moderna COVID-19 Vaccine based on the following
criteria:

Children who ARE NOT moderately or severely immunocompromised
¢ Recipients who are unvaccinated should receive 1 (one) dose of Moderna bivalent vaccine
¢ Recipients who have received 1 (one) or more doses of monovalent mRNA should receive 1 (one)
dose of Moderna bivalent at least 8 weeks after last monovalent
¢ Recipients who have received 2 (two) or more doses monovalent mRNA and 1 (one) bivalent mRNA,
no additional doses are recommended
¢ Any recipients who have received a bivalent, no additional doses are recommended

Children who ARE moderately or severely immunocompromised

o Iftherecipienthas never receivedaCOVID-19vaccine, administerdose 1 (one) of
Moderna bivalent COVID-19 vaccine and dose 2 (two) at least 4 weeks later and
dose 3 (three) at least 4 weeks later

e Ifthe recipient has received 1(one) previous dose of Moderna monovalent COVID-19
vaccine, administer 1(one) dose of the bivalent COVID-19 vaccine at least 4 weeks
after the receipt of the monovalent vaccine and dose 2 (two) at least 4 weeks
later

o If the recipient has received 2 (two) doses of the monovalent Moderna COVID-19 vaccine,
administer 1 (one) dose of the bivalent COVID-19 vaccine at least 4 weeks after the last
monovalent vaccine

e If the recipient has received 3 (three) doses of the monovalent Moderna COVID-19
vaccine, administer 1 (one) dose of the bivalent COVID-19 vaccine at least 8 weeks after
last monovalent dose

o If the recipient has received 3 (three) doses of the monovalent Moderna COVID-19
vaccine and 1 (one) dose of the bivalent vaccine, have the option to receive 1 additional
dose of Moderna COVID-19 Vaccine (0.25mL/25 ug; dark blue cap and label with a gray
border)

NOTE: In addition to the above recommendations, further additional homologous bivalent dose(s) may be
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administered, informed by the clinical judgement of a healthcare provider and personal preference and
circumstances. Any further additional doses should be administered at least 2 months after the last COVID-
19 vaccine dose

Children with a history of myocarditis or pericarditis:
o Ifhistory is prior to COVID-19 vaccination, may receive Moderna COVID-19 vaccine formulation 6 through 11

years of age after the episode of myocarditis or pericarditis has completely resolved.

¢ If myocarditis or pericarditis occurred after the first dose of an mRNA vaccine, experts advise no additional
doses of any COVID-19 vaccine. If, after a risk assessment. a decision is made to administer a subsequent
dose of COVID-19 vaccine, vaccine should not be administered until the myocarditis or pericarditis has
resolved. Clinical considerations can be found at www.cdc.gov/vaccines/ covid-19/clinical-
considerations/covid-19-vaccines-us. html#considerations-pfizer-biontech-moderna

Additional Clinical Considerations

¢  For children who received a COVID-19 vaccine that is not currently authorized or approved in the United
States, guidance can be found at: https://www.cdc.gov/vaccines/covid-19/info-by-product/clinical-considerations.
html#not-authorized-vaccines

¢ Moderna COVID-19 Vaccine may be co-administered with other vaccines without regard to timing, including
simultaneous administration.

¢  Forrecommendations for COVID-19 vaccination and SARS-CoV-2 infection, see
https://www.cdc.gov/vaccines/ covid-19/clinical-considerations/covid-19-vaccines-us. html#CoV-19-
vaccination

¢ For children who transition from a younger to older protocol htips://www.cdc.gov/vaccines/covid-
19/downloads/Moderna-Child-Age-Transition-508.pdf

Screen for Contraindications
¢ Do not administer Moderna COVID-19 Vaccine to individuals with known history of a severe allergic
reaction (e.g., anaphylaxis) to any component of the Moderna COVID-19 Vaccine (see Full EUA
Prescribing Information).
¢ Do not administer the monovalent vaccine (used for the primary series) for a booster dose
¢ Do not administer the bivalent vaccine (used for the booster) for the primary series

Precautions

e Most people determined to have a precaution to a COVID-19 vaccine at their appointment can and
should be administered vaccine.
¢  History of:

o Immediate allergic reactionf to any non-COVID-19 or
injectable therapy (i.e., intramuscular, intravenous, or
subcutaneous vaccines or therapies [excluding subcutaneous
immunotherapy for allergies, i.e., “allergy shots”])

o Immediate (within 4 hours after vaccination) non-severe,
allergic reaction to a previous dose of the COVID-19 vaccine

o Moderate to severe acute iliness
History of MIS-C or MIS-A
Myocarditis or pericarditis after a dose of an mMRNA COVID-19 vaccine

Vaccine Administration
¢ Prepare to administer vaccine (dark blue cap-purple label border) by IM injection.
o Needle gauge and length: Use a 22-25-gauge, 1 inch
¢ See guidance provided above for dosing and schedule regimen

. Document vaccination.

o COVID-19 vaccination providers must document vaccine administration in their medical
record systems within 24 hours of administration and use their best efforts to report
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administration data to the relevant system (e.g., immunization information system) for the
jurisdiction as soon as practicable and no later than 72 hours after administration.

o Document each recipient's vaccine administration information:
* Medical record: The vaccine and the date it was administered, manufacturer, lot number,
vaccination site and route, name and title of the person administering the vaccine

»  Vaccination record card: Date of vaccination, product name/manufacturer, lot number, and
name/location of the administering clinic or healthcare professional. Give to the vaccine
recipient.

= |Immunization information system (IIS): Report the vaccination to the appropriate state/local
I1S.

Post Vaccination Monitoring
= Be prepared to manage medical emergencies.

= Vaccination providers should observe patients after vaccination to monitor for the occurrence of
immediate adverse reactions, including syncope:

o 30 minutes; Persons with a history of:
= Acontraindication to another type of COVID-19 vaccine product.

*  Immediate (within 4 hours of exposure) non-severe allergic reaction to a COVID-19
vaccine.

»  |mmediate allergic reaction of any severity to a non- COVID-19 vaccine or injectable
therapies

= Anaphylaxis due to any cause.

o 15 minutes: All other persons
Warnings

Management of Acute Allergic Reactions

¢ Appropriate medical treatment to manage immediate allergic reactions must be immediately
available in the event an acute anaphylactic reaction occurs following administration of the
Moderna COVID-19 Vaccine.

e Monitor Moderna COVID-19 Vaccine recipients for the occurrence of immediate adverse
reactions according to the Centers for Disease Control and Prevention (CDC) guidelines
(https://www.cdc.gov/vaccines/covid-19/clinical-considerations/managing-anaphylaxis.html)

Myocarditis and Pericarditis

¢ Post marketing data demonstrate increased risks of myocarditis and pericarditis, particularly
within 7 days following the second dose. The observed risk is highest in males 18 through 24
years of age. Although some cases required intensive care support, available data from short-
term follow-up suggest that most individuals have had resolution of symptoms with conservative
management. Information is not yet available about potential long-term sequelae. The CDC has
published considerations related to myocarditis and pericarditis after vaccination, including for
vaccination of individuals with a history of myocarditis or pericarditis
(https://www.cdc.gov/vaccines/covid-19/clinical-considerations/myocarditis.html)

Syncope

¢ Syncope (fainting) may occur in association with administration of injectable
vaccines, in adolescents. Procedures should be in place to avoid injury
from fainting.

Altered Immunocompetence

¢ Immunocompromised persons, including individuals receiving immunosuppressant

therapy, may have a diminished immune response to the Moderna COVID-19 Vaccine.

Adverse Reactions

Adverse Reactions in Clinical Trials
¢ Adverse reactions in individuals 6 years through 11 years following administration of the
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primary series included pain at the injection site, fatigue, headache, myalgia, chills,
nausea/vomiting, axillary swelling/tenderness, fever, erythema at the injection site, swelling at
the injection site, and arthralgia. (See Full EUA Prescribing Information)

Adverse Reactions in Post-Authorization Experience

¢ Anaphylaxis and other severe allergic reactions, myocarditis, pericarditis, and syncope have been
reported following administration of the Moderna COVID-19 Vaccine outside of clinical trials.

¢ Additional adverse reactions, some of which may be serious, may become apparent with more
widespread use of the Moderna COVID-19 Vaccine.

Report adverse events to the Vaccine Adverse Event Reporting System (VAERS). While this vaccine is under
Emergency Use Authorization (EUA) (https://www.fda.gov/emergency-preparedness-and-response/mcm-
legal-requlatory-and-policy-framework/emergency-use-authorization), healthcare professionals are required to
report to VAERS:
¢ Vaccine administration errors (whether associated
with an adverse event [AE] or not)
o  Serious AEs (irrespective of attribution to vaccination)
» Multisystem inflammatory syndrome (MIS) in adults (https://www.cdc.gov/mis-c/mis-a.html) or
children (https://www.cdc.gov/mis-c/index.html)
¢ Cases of COVID-19 that result in hospitalization or death
» Any additional AEs and revised safety requirements per the Food and Drug Administration’s
(https:/iwww.https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-
policy-framework/emergency-use-authorization) conditions for use of an authorized vaccine
throughout the duration of the EUA
o Healthcare professionals are encouraged to report to VAERS (https://vaers.hhs.gove/):

0 Chmﬁ,]allly im epor‘tant adverse ents hat occur aﬂervaccmatlon even if you are not sure
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Moderna COVID-19 Bivalent Vaccine
Standing Orders for Administering Vaccine
12 Years of Age and Older: DarkBlue Cap and GreyLabel Border

Vaccine Dosage (amount)/Route

Moderna-Bivalent (12 years old and older) 0.5mL (50 mcq)/IM injections

Purpose

e To reduce morbidity and mortality from coronavirus disease 2019 (COVID-19) by vaccinating
persons who meet the criteria established by the Centers for Disease Control and Prevention’s
Advisory Committee on Immunization Practices (ACIP).

Policy

¢ Where authorized under state law, standing orders enable eligible nurses and other healthcare
professionals (e.g., pharmacists) to assess and vaccinate persons who meet the criteria in the
"Procedure" section below without the need for clinician examination or direct order from the
attending provider at the time of the interaction.

e Review package insert prior to administration and confirm storage and handling
guidance.
Procedure

¢ Assess persons 12 years of age and older for vaccination with Moderna COVID-19 Vaccine
based on the following criteria:

Persons who ARE NOT moderately or severely immunocompromised*

o Iftherecipient has never received a COVID-19 vaccine, administer 1 (one) dose of Moderna
bivalent COVID-19 Vaccine.

o Ifthe recipient has received 1 (one) or more previous dose/s of MRNA monovalent vaccines and no bivalent
doses, administer 1 bivalent dose at least 8 weeks after last monovalent doses

o Ifthe recipient has ever received 1(one) dose bivalent mMRNA (regardless of monovalent vaccine
history) no additional doses are recommended

* Recipients 65 or older who have received a bivalent mRNA, have the option to receive 1 additional
bivalent mRNA vaccine dose at least 4 months after the first dose of a bivalent mRNA

Person who ARE moderately or severely immunocompromised*

o Iftherecipienthasneverreceived aCOVID-19vaccine, administer dose 1 (one)
of Moderna bivalent COVID-19 vaccine and dose 2 (two) at least 4 weeks
later and dose 3 (three) at least 4 weeks later
¢ Ifthe recipient has received 1(one) previous dose of Moderna monovalent COVID-19
vaccine, administer 1(one) dose of the bivalent COVID-19 vaccine at least 4
weeks after the receipt of the monovalent vaccine and dose 2 (two) at least
4 weeks later
o If the recipient has received 2 (two) doses of the monovalent Moderna COVID-19
vaccine, administer 1 (one) dose of the bivalent COVID-19 vaccine at least 4 weeks
after the last monovalent vaccine
¢ If the recipient has received 3 (three) doses of the monovalent Moderna COVID-19
vaccine, administer 1 (one) dose of the bivalent COVID-19 vaccine at least 8 weeks
after last monovalent dose
o People ages 12 years and older who are moderately or severely
immunocompromised have the option to receive 1 additional dose of Moderna
COVID-19 Vaccine (0.5 mL/50 ug; dark blue cap and label with a gray border)
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at least 2 months following the last recommended bivalent COVID-19 vaccine
dose
¢ If the recipient has received 3 (three) doses of the monovalent Moderna COVID-
19 vaccine and 1 (one) dose of the bivalent vaccine, see guidance below

o People ages 12 years and older who are moderately or severely immunocompromised
have the option to receive 1 additional dose of Moderna COVID-19 Vaccine (0.5 mL/50
ug; dark blue cap and label with a gray border) at least 2 months following the last
recommended bivalent COVID-19 vaccine dose

NOTE: In addition to the above recommendations, further additional homologous bivalent dose(s) may be
administered, informed by the clinical judgement of a healthcare provider and personal preference and
circumstances. Any further additional doses should be administered at least 2 months after the last
COVID-19 vaccine dose.

o  For persons who received a COVID-19 vaccine:
= Qutside of the United States

*  Not currently authorized/approved in the United States

=  See clinical guidance, including Bivalent booster dose
recommendations, at https://www.cdc.gov/vaccines/covid-19/clinical-
considerations/covid-19- vaccines-us.

o Moderna COVID-19 vaccine may be co-administered with other vaccines without
regard to timing, including simultaneous administration.

o For recommendations for COVID-19 vaccination and SARS-CoV-2 infection, see
https://www.cdc.gov/vaccines/ covid-19/clinical-considerations/covid-19-vaccines-us.
html#CoV-19-vaccination

* Inform recipients, especially males 12 through 29 years of age and their parents/legal representative
(when relevant) of the possibility of myocarditis or pericarditis following receipt of mMRNA COVID-19
vaccines and the need to seek care if symptoms of myocarditis or pericarditis develop after vaccination.
Educational materials are available at https://www.cdc.gov/coronavirus/2019-
ncov/vaccines/safety/myocarditis.html

¢  Screen for Contraindications and Precautions
o Contraindications:
= History of a:

o Severe allergic reaction (e.g., anaphylaxis) after a previous dose or to a
component of the COVID-19 vaccine

o Known diagnosed allergy to a component of the COVID-19 vaccine (see
https://www.cdc.gov/vaccines/ covid-19/clinical-considerations/covid-19-
vaccines-us. Appendix-C for a list of vaccine components)

o Precautions:
* Most people determined to have a precaution to a COVID-19 vaccine at their
appointment can and should be administered vaccine.
= Immediateallergic reactiont to any non-COVID-19 vaccine or injectable therapy
(i.e., intramuscular, intravenous, or subcutaneous vaccines or therapies
[excluding subcutaneous immunotherapy for allergies, i.e., “allergy shots”])
¢ This includes non-COVID-19 vaccines and therapies with multiple
components and the component(s) that elicited the reaction is unknown
* Immediate (within 4 hours after vaccination) non-severe, allergic reactionto a
previous dose of the COVID-19 vaccine
= Contraindication to one type of COVID-19 vaccine (MRNA) is a precaution to
other types of COVID-19 vaccines (Janssen)f
»  Moderate to severe acute illness, with or without fever
= History of myocarditis or pericarditis after a dose of an mRNA COVID-19 vaccine
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Sex and Weight of Patient Needle Gauge | Needle Length Injection Sites

Female or male fewer than 130 Ibs. 22-25 5/87-1” Deltoid muscle of arm
Female or male 130-152 Ibs. 22-25 1" Deltoid muscle of arm
Female 152-200 Ibs. 22-25 17"-1%" Deltoid muscle of arm
Male 152-260 Ibs. 22-25 1% Deltoid muscle of arm
Female 200+ Ibs. 22-25 1% Deltoid muscle of arm
Male 260+ Ibs. 22-25 1% Deltoid muscle of arm

¢ Provide all recipients with a copy of the current federal Emergency Use Authorization (EUA) Fact

Sheet for Recipients and Caregivers.

¢ Prepareto administer the vaccine. Choose the correct needle gauge, needle length, and injection

site for persons:
o 12years of age:

= Needle gauge/length: 22-25 gauge, 1-inch.

»  Site: Deltoid muscle of arm.

o 19years of age and older: Seechart.
o Follow the manufacturer's guidance for storing/handling punctured vaccine vials.

e Administer Moderna COVID-19 Vaccine by intramuscular (IM) injection

¢ See above for dose and vaccine schedule

¢ Document vaccination.

o COVID-19 vaccination providers must document vaccine administration in their
medical record systems within 24 hours of administration and use their best efforts to
report administration data to the relevant system (e.g., immunization information system)
for the jurisdiction as soon as practicable and no later than 72 hours after

administration.

o  Document each recipient's vaccine administration information:
» Medical record: The vaccine and the date it was administered, manufacturer, lot
number, vaccination site and route, name and title of the person administering

the vaccine

e Vaccination record card: Date of vaccination, product name/manufacturer, lot number, and
name/location of the administering clinic or healthcare professional. Give to the vaccine recipient

o  Be prepared to manage medical emergencies.
o Vaccination providers should observe patients after vaccination to monitor for the

occurrence of immediate adverse reactions, including syncope:

o 30 minutes: persons with a history of:

= Acontraindication to another type of COVID-19 vaccine product.

* Immediate (within 4 hours of exposure) non-severe allergic reaction to a COVID-

19 vaccine.

= Immediate allergic reaction of any severity to a non- COVID-19 vaccine or

injectable therapies

»  Anaphylaxis due to any cause.

o 15 minutes: All other persons

Syncope may occur in association with injectable vaccines, among adolescents.
Procedures should be in place to avoid falling injuries and manage syncopal reactions.

o  For more information, please see:

* Interim Considerations: Preparing for the Potential Management of
Anaphylaxis after COVID-19 Vaccination at https://www.cdc.gov/vaccines/covid-
19/clinical-considerations/managing-anaphylaxis.html

CDC’s General Best Practice Guidelines for Inmunization, “Preventing
and Managing Adverse Reactions,” at https://www.cdc.gov/vaccines/hcp/acip-
recs/general-recs/adverse-reactions.html

Immunization Action Coalition’s “Medical Management of Vaccine Reactions in
Adults in a Community Setting” at htips://www.immunize.org/catg.d/p3082.pdf

¢ Report adverse events to the Vaccine Adverse Event Reporting System (VAERS).
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o While this vaccine is under Emergency Use Authorization (EUA),
(https://www.fda.gov/emergency-preparedness-and-response/mem-legal-requlatory-and-

policy-framework/ emergency-use-authorization) healthcare professionals are required to report
toVAERS:

= Vaccine administration errors (whether associated with an adverse event [AE] or not)
= Serious AEs (irrespective of attribution to vaccination)

*  Multisystem inflammatory syndrome (MIS) in adults (https://www.cdc.gov/mis-
c/mis-a.html) or children(https://www.cdc.gov/mis-c/index.html)

1 An immediate allergic reaction is defined as any hypersensitivity-related signs or symptoms such as urticaria,
angioedema, respiratory distress (e.g., wheezing, stridor), or anaphylaxis that occur within 4 hours following
exposure to a vaccine or medication.

1 Consider consultation with an allergist-immunologist to help determine if a patient with a contraindication to an
mRNA vaccine can safely receive the Janssen COVID-19 Vaccine. Healthcare providers and health departments may
also request a consultation from the Clinical Immunization Safety Assessment COVIDvax project
(https://www.cdc.gov/vaccinesafety/ensuringsafety/ monitoring/cisa/index.html). Vaccination of these
individuals should only be done in an appropriate setting under the supervision of a healthcare
provider experienced in the management of severe allergic reactions.

People with a contraindication to mRNA COVID-19 vaccines (including due to a known PEG allergy)
have a precaution to Janssen COVID-19 vaccination. People who have previously received an mRNA
COVID-19 vaccine dose should wait at least 28 days to receive Janssen COVID-19 Vaccine.

People with a contraindication to Janssen COVID-19 Vaccine (including due to a known polysorbate
allergy) have a precaution to mRNA COVID-19 vaccination.

§ Alternately, the anterolateral thigh can be used. A 1.5-inch needle may be used if administering
vaccine in this site.

9 Some experts recommend a 5/8-inch needle for men and women who weigh less 130 pounds. If
used, skin must be stretched tightly (do not bunch subcutaneous tissue).
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Pfizer-BioNTech COVID-19 Bivalent Vaccine
Vaccine Standing orders for Administering Vaccine
6 months to 4 years old (Maroon Cap)

Vaccine Diluent Dosage (amount)/Route

6 months through 4 years old Dilute with 2.2 mL sterile
(Maroon cap with maroon border 0.9% Sodium Chloride 0.2mL/(3mcq) IM injection
label) Injection, USP prior to
use

*The vial labels may state “Age 2y to < 5y” or “Age 6m to < 5y” and carton labels may state “For age 2 years to < 5years” or “For age 6
months to < 5 years”. Vials with either printed age range can be used for individuals 6 months through 4 years of age

Purpose

¢ Toreduce morbidity and mortality from coronavirus disease 2019 (COVID-19) by vaccinating persons
who meet the criteria established by the Centers for Disease Control and Prevention’s Advisory
Committee on Immunization Practices (ACIP).

Policy
¢ Where authorized under state law, standing orders enable eligible nurses and other healthcare
professionals (e.g., pharmacists) to assess and vaccinate persons who meet the criteria in the
"Procedure" section below without the need for clinician examination or direct order from the attending
provider at the time of the interaction.
¢ Review package insert prior to administration and confirm storage and handling guidance.

Procedure

¢ Assess persons 6 months-4 years old with Pfizer- BioNTech COVID-19 Vaccine based on the
following criteria:

o The Pfizer-BioNTech Bivalent COVID-19 Vaccine for individuals 6 months through
4 years of age is supplied in a multiple dose vial with a maroon cap and a label
with a maroon border with “Bivalent”. Please verify that you have the correct
vial.

Children who ARE NOT moderately or severely immunocompromised
o Children who have not been previously vaccinated should receive:
* Dose 1 and Dose 2 administered 3-8 weeks apart
* Dose 2 and Dose 3 administered at least 8 weeks apart
o Children who have received 1 dose of monovalent Pfizer-BioNTech should receive:
+ Bivalent Dose 1 administered 3-8 weeks after the monovalent
+ Bivalent Dose 2 administered at least 8 weeks after Bivalent Dose 1
o Children who have received 2 doses of monovalent Pfizer-BioNTech should receive:
» Bivalent Dose 1 administered at least 8 weeks after the last monovalent dose
o Children who have received 3 doses of monovalent Pfizer-BioNTech should receive:
+ Bivalent Dose 1 administered 8 weeks after receiving the last monovalent dose

o Children that have received 2 doses of monovalent Pfizer-BioNTech and 1 dose bivalent
Pfizer BioNTech, no additional doses are recommended

Children who ARE moderately or severely immunocompromised

o Children who have not been previously vaccinated may receive:
* Dose 1 and Dose 2 administered (three) 3 weeks apart
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* Dose 2 and Dose 3 administered at least 8 weeks apart
o Children who have received 1 dose of monovalent Pfizer-BioNTech should receive:

» Bivalent Dose 1 administered (three) 3 weeks after the monovalent

+ Bivalent Dose 2 administered at least 8 weeks after Bivalent Dose 1
o Children who have received 2 doses of monovalent Pfizer-BioNTech should receive:

+ Bivalent Dose 1 administered at least 8 weeks after the last monovalent dose
o Children who have received 3 doses of monovalent Pfizer-BioNTech should receive:

+ Bivalent Dose 1 administered (eight) 8 weeks after receiving the last
monovalent dose

o Children that have received 2 doses of monovalent Pfizer-BioNTech and 1 dose bivalent
Pfizer BioNTech,

* Have the option to receive 1 additional dose of a homologous bivalent mRNA
vaccine at least 2 months following the last recommended bivalent mRNA
COVID-19 vaccine dose.

o Children that have received 3 doses of monovalent Pfizer-BioNTech and 1 dose bivalent
Pfizer-BioNTech

» Have the option to receive 1 additional dose of a homologous bivalent mMRNA
vaccine at least 2 months following the last recommended bivalent mRNA
COVID-19 vaccine dose.

NOTE: In addition to the above recommendations, further additional homologous bivalent dose(s) may be
administered, informed by the clinical judgement of a healthcare provider and personal preference and
circumstances. Any further additional doses should be administered at least 2 months after the last COVID-
19 vaccine dose

Individuals who wiill turn from 4 years old to 5 years old
¢ Ingeneral, CDC recommends that people receive the age-appropriate vaccine product and dosage based
on their age on the day of vaccination. If a person moves to an older age group between vaccine doses,
they should receive the vaccine product and dosage for the older age group for all subsequent doses with
the following exception:
o FDA EUA requires that children who receive the Pfizer-BioNTech COVID-19 Vaccine and transition
from age 4 to 5 years during the 3-dose vaccination series must complete the series they start
(i.e., receive the 0.2 mL/3 ug dosage supplied in vials with a maroon cap and label with a maroon
border for all 3 doses).
Children with a history of myocarditis or pericarditis:
o [Ifhistory is prior to COVID-19 vaccination, may receive Pfizer-BioNTech formulation 6 months through 4
years of age after the episode of myocarditis or pericarditis has completely resolved.
¢ If myocarditis or pericarditis occurred after the first dose of an mRNA vaccine, experts advise no additional
doses of any COVID-19 vaccine. If, after a risk assessment. a decision is made to administer a subsequent
dose of COVID-19 vaccine, vaccine should not be administered until the myocarditis or pericarditis has
resolved. Clinical considerations can be found at www.cdc.gov/vaccines/ covid-19/clinical-
considerations/covid-19-vaccines-us. html#considerations-pfizer-biontech-moderna

Additional clinical considerations

¢  For children who received a COVID-19 vaccine that is not currently authorized or approved in the United
States, guidance can be found at: https://www.cdc.gov/vaccines/covid-19/info-by-product/clinical-considerations.
html#not-authorized-vaccines

¢ Pfizer-BioNTech COVID-19 Vaccine may be co-administered with other vaccines without regard to timing,
including simultaneous administration.

¢ Forrecommendations for COVID-19 vaccination and SARS-CoV-2 infection, see
https://www.cdc.gov/vaccines/ covid-19/clinical-considerations/covid-19-vaccines-us. htm#CoV-19-
vaccination

Vaccine Administration
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¢ Prepare to administer the appropriate vaccine by IM injection.

o Needle gauge and length: Use a 22-25-gauge, 1 inch
o Forchildren:
" 6 months through 2 years: Vastus lateralis muscle inthe anterolateral thigh

. 2 through 4 years: Deltoid muscle in the upper arm

¢ Administer 0.2 mL of Pfizer-BioNTech COVID-19 Bivalent Vaccine for children 6 months through 4 years of age
as outlined above

Document vaccination.

o COVID-19 vaccination providers must document vaccine administration in their medical
record systems within 24 hours of administration and use their best efforts to report
administration data to the relevant system (e.g., immunization information system) for the
jurisdiction as soon as practicable and no later than 72 hours after administration.

o Document each recipient's vaccine administration information:
* Medical record: The vaccine and the date it was administered, manufacturer, lot number,
vaccination site and route, name and title of the person administering the vaccine
= Vaccination record card: Date of vaccination, product name/manufacturer, lot number, and
name/location of the administering clinic or healthcare professional. Give to the vaccine
recipient.

* Immunization information system (IIS): Report the vaccination to the appropriate state/local
IIS.

Post Vaccination Monitoring
e Be prepared to manage medical emergencies.

e Vaccination providers should observe patients after vaccination to monitor for the occurrence of immediate adverse
reactions, including syncope:

o 30 minutes; Persons with a history of:
= A contraindication to another type of COVID-19 vaccine product.

= |mmediate (within 4 hours of exposure) non-severe allergic reaction to a COVID-19
vaccine.

*  Immediate allergic reaction of any severity to a non- COVID-19 vaccine or injectable
therapies

»  Anaphylaxis due to any cause.
o 15 minutes: All other persons
Contraindications

Do not administer Pfizer-BioNTech COVID-19 Vaccine to individuals with known history of a severe allergic
reaction (e.g., anaphylaxis) to any component of the Pfizer-BioNTech COVID-19 Vaccine (see Full EUA
Prescribing Information).

Warnings

Management of Acute Allergic Reactions

s  Appropriate medical treatment used to manage immediate allergic reactions must
be immediately available in the event an acute anaphylactic reaction occurs
following administration of Pfizer-BioNTech COVID-19 Vaccine.

¢ Monitor Pfizer-BioNTech COVID-19 Vaccine recipients for the occurrence of
immediate adverse reactions according to the Centers for Disease Control and
Prevention (CDC) guidelines at https://www.cdc.gov/vaccines/covid-19/clinical-
considerations/managing-anaphylaxis.html

Myocarditis and Pericarditis
¢ Post marketing data demonstrate increased risks of myocarditis and pericarditis,
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particularly within 7 days following the second dose. The observed risk is highest
in males 12 through 17 years of age.

Syncope
¢ Syncope (fainting) may occur in association with administration of injectable
vaccines, in adolescents. Procedures should be in place to avoid injury
from fainting.

Altered Immunocompetence
¢ Immunocompromised persons, including individuals receiving immunosuppressant
therapy, may have a diminished immune response to the Pfizer-BioNTech
COVID-19 Vaccine.

Adverse Reactions in Post Authorization Experience
s Severe allergic reactions, including anaphylaxis, and other hypersensitivity
reactions (e.g., rash, pruritus, urticaria, angioedema), diarrhea, vomiting, pain in
extremity (arm), and syncope have been reported following administration of the
Pfizer-BioNTech COVID-19 Vaccine.
¢ Myocarditis and pericarditis have been reported following administration of the
Pfizer-BioNTech COVID-19 Vaccine.

¢ Additional adverse reactions, some of which may be serious, may become
apparent with more widespread use of the Pfizer-BioNTech COVID-19
Vaccine.

Adverse Reactions in Clinical Trials

¢ Adverse reactions in participants 6 through 23 months of age following administration of the Pfizer-
BioNTech COVID-19 Vaccine included irritability, decreased appetite, tenderness at the injection site,
injection site redness, fever, injection site swelling, and lymphadenopathy (see Full EUA Prescribing
Information).

¢ Adverse reactions in participants 2 through 4 years of age following administration
of the Pfizer-BioNTech COVID-19 Vaccine included pain at the injection site,
fatigue, injection site redness, fever, headache, injection site swelling, chills,
muscle pain, joint pain, and lymphadenopathy (see Full EUA Prescribing
Information).

Report adverse events to the Vaccine Adverse Event Reporting System (VAERS).
¢  While this vaccine is under Emergency Use Authorization (EUA), (https://www.fda.gov/emergency-
preparedness-and-response/mcme-legal-regulatory-and-policy-framework/ emergency-use-
authorization) healthcare professionals are required to report to VAERS:
o Vaccine administration errors (whether associated with an adverse event [AE] or not)
o  Serious AEs (irrespective of attribution to vaccination)

0 %ﬁ'&?gﬁ}ﬁ% gn%mwaggqusa/vr}%%r%ﬁ r(.ylé\;%ipmaﬁiults (https://www.cdc.gov/mis- c/mis-a.html) or
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Pfizer-BioNTech COVID-19 Bivalent
Standing orders for Administering Vaccine

5 years through 11 years old Orange Cap-Orange Label Border

Vaccine | Diluent | Dosage (amount)/Route

Bivalent Booster MUST DILUTE 0.2mL/(10mcq) IM injections
(Orange Cap and Orange Label Border)

Purpose
¢  Toreduce morbidity and mortality from coronavirus disease 2019 (COVID-19) by vaccinating persons
who meet the criteria established by the Centers for Disease Control and Prevention’s Advisory
Committee on Immunization Practices (ACIP).

Policy
¢ Where authorized under state law, standing orders enable eligible nurses and other healthcare
professionals (e.g., pharmacists) to assess and vaccinate persons who meet the criteria in the
"Procedure" section below without the need for clinician examination or direct order from the
attending provider at the time of the interaction.
¢ Review package insert prior to administration and confirm storage and handling guidance.

Procedure
¢ Assess persons 5 years through 11 years old for Pfizer COVID-19 Vaccine based on the following
criteria:

Children who ARE NOT moderately or severely immunocompromised

. Children who have not been previously vaccinated should receive 1 (one) dose of bivalent
Pfizer COVID-19

. Children who have received 1 (one) or more doses of a monovalent mRNA should receive 1
(one) dose of bivalent Pfizer COVID-19 vaccine

. Children who have received 2 (two) doses of a monovalent mMRNA and 1 (one) dose of bivalent,
no additional doses

. Children who have ever received a bivalent dose (regardless of monovalent history), no
additional doses

Children who ARE moderately or severely immunocompromised
o Individuals who have not been previously vaccinated may receive:
* Dose 1 and Dose 2 administered 3 weeks apart
* Dose 2 and Dose 3 administered at least 4 weeks apart
o Individuals who have received 1 dose of monovalent Pfizer-BioNTech should receive:
+ Bivalent Dose 1 administered 3 weeks after the monovalent
» Bivalent Dose 2 administered at least 4 weeks after Bivalent Dose 1
o Individuals who have received 2 doses of monovalent Pfizer-BioNTech should receive:
» Bivalent Dose 1 administered at least 4 weeks after the last monovalent dose
o Individuals who have received 3 doses of monovalent Pfizer-BioNTech should receive:
» Bivalent Dose 1 administered 8 weeks after receiving the last monovalent dose

o Individuals that have received 2 doses of monovalent Pfizer-BioNTech and 1 dose bivalent
Pfizer BioNTech,

« Bivalent Pfizer-BioNTech COVID-19 Vaccine (0.2 mL/10 ug; orange cap and
label with an orange border) at least 2 months following the last recommended
bivalent COVID-19 vaccine dose

o Individuals that have received 3 doses monovalent Pfizer-BioNTech and 1 dose bivalent
mMRNA

+ Bivalent Pfizer-BioNTech COVID-19 Vaccine (0.2 mL/10 ug; orange cap and
label with an orange border) at least 2 months following the last recommended
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bivalent COVID-19 vaccine dose

NOTE: In addition to the above recommendations, further additional homologous bivalent dose(s) may be
administered, informed by the clinical judgement of a healthcare provider and personal preference and
circumstances. Any further additional doses should be administered at least 2 months after the last COVID-
19 vaccine dose

Additional Clinical Considerations

¢  For children who received a COVID-19 vaccine that is not currently authorized or approved in the United
States, guidance can be found at: https://www.cdc.gov/vaccines/covid-19/info-by-product/clinical-considerations.
html#not-authorized-vaccines

o  Pfizer COVID-19 Vaccine may be co-administered with other vaccines without regard to timing, including
simultaneous administration.

¢ Forrecommendations for COVID-19 vaccination and SARS-CoV-2 infection, see
https://www.cdc.gov/vaccines/ covid-19/clinical-considerations/covid-19-vaccines-us. html#CoV-19-
vaccination

For children who transition from a younger to older protocol:
https://www.cdc.gov/vaccines/covid-19/downloads/Pfizer-Child-Age-Transition-508.pdf

Screen for Contraindications
¢ Do not administer Pfizer COVID-19 Vaccines to individuals with known history of a severe allergic
reaction (e.g., anaphylaxis) to any component of the Pfizer COVID-19 Vaccine (see Full EUA
Prescribing Information).
¢ Do not administer the monovalent vaccine (used for the primary series) for a booster dose
¢ Do not administer the bivalent vaccine (used for the booster) for the primary series

Precautions
¢ Most people determined to have a precaution to a COVID-19 vaccine at their appointment can and
should be administered vaccine.
e History of:
o Immediate allergic reactiont to any non-COVID-19 or
injectable therapy (i.e., intramuscular, intravenous, or
subcutaneous vaccines or therapies [excluding subcutaneous
immunotherapy for allergies, i.e., “allergy shots])
o Immediate (within 4 hours after vaccination) non-severe,
allergic reaction to a previous dose of the COVID-19 vaccine
o Moderate to severe acute illness
o History of MIS-C or MIS-A
o Myocarditis or pericarditis after a dose of an mMRNA COVID-19 vaccine

Vaccine Administration

¢ Prepare to administer vaccine (dark blue cap-purple label border) by IM injection.

o Needle gauge and length: Use a 22-25-gauge, 1 inch
¢ Follow dose and schedule regimen outlined above

¢ Document vaccination.

o COVID-19 vaccination providers must document vaccine administration in their medical
record systems within 24 hours of administration and use their best efforts to report
administration data to the relevant system se.g., immunization information system) for the
jurisdiction as soon as practicable and no later than 72 hours after administration.

o Document each recipient's vaccine administration information:
»= Medical record: The vaccine and the date it was administered, manufacturer, lot number,
vaccination site and route, name and title of the person administering the vaccine
= Vaccination record card: Date of vaccination, product hame/manufacturer, lot number, and
name/location of the administering clinic or healthcare professional. Give to the vaccine
recipient.

* Immunization information system (IIS): Report the vaccination to the appropriate state/local
I1S.
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Post Vaccination Monitoring
= Be prepared to manage medical emergencies.

= Vaccination providers should observe patients after vaccination to monitor for the occurrence of
immediate adverse reactions, including syncope:

o 30 minutes; Persons with a history of:
» A contraindication to another type of COVID-19 vaccine product.

*  Immediate (within 4 hours of exposure) non-severe allergic reaction to a COVID-19
vaccine.

* Immediate allergic reaction of any severity to a non- COVID-19 vaccine or injectable
therapies

= Anaphylaxis due to any cause.

o 15 minutes: All other persons
Warnings

Management of Acute Allergic Reactions
e Appropriate medical treatment to manage immediate allergic reactions must be immediately
available in the event an acute anaphylactic reaction occurs following administration of the
Pfizer COVID-19 Vaccine.
¢ Monitor Pfizer COVID-19 Vaccine recipients for the occurrence of immediate adverse
reactions according to the Centers for Disease Control and Prevention (CDC) guidelines
(https://www.cdc.gov/vaccines/covid-19/clinical-considerations/managing-anaphylaxis.html)
Myocarditis and Pericarditis
¢ Post marketing data demonstrate increased risks of myocarditis and pericarditis, particularly
within 7 days following the second dose. The observed risk is highest in males 18 through 24
years of age. Although some cases required intensive care support, available data from short-
term follow-up suggest that most individuals have had resolution of symptoms with conservative
management. Information is not yet available about potential long-term sequelae. The CDC has
published considerations related to myocarditis and pericarditis after vaccination, including for
vaccination of individuals with a history of myocarditis or pericarditis
(https://www.cdc.gov/vaccines/covid-19/clinical-considerations/myocarditis.html)
Syncope
¢ Syncope (fainting) may occur in association with administration of injectable
vaccines, in adolescents. Procedures should be in place to avoid injury
from fainting.
Altered Immunocompetence
¢ Immunocompromised persons, including individuals receiving immunosuppressant
therapy, may have a diminished immune response to the Pfizer COVID-19 Vaccine.

Adverse Reactions

Adverse Reactions in Clinical Trials
¢ Adverse reactions in individuals 5 years through 11 years following administration of the
primary series included pain at the injection site, fatigue, headache, myalgia, chills,
nausea/vomiting, axillary swelling/tenderness, fever, erythema at the injection site, swelling at
the injection site, and arthralgia. (See Full EUA Prescribing Information)

Adverse Reactions in Post-Authorization Experience
¢ Anaphylaxis and other severe allergic reactions, myocarditis, pericarditis, and syncope have been
reported following administration of the Pfizer COVID-19 Vaccine outside of clinical trials.

¢ Additional adverse reactions, some of which may be serious, may become apparent with more
widespread use of the Pfizer COVID-19 Vaccine.
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Pfizer- BioNTech Bivalent
Standing Orders for Administering Vaccine

12 years of Age and Older (Gray cap with Gray Label

vaccine Diluent Dosage (amount)/Route

Pfizer- BioNTech -Bivalent Booster (12 years old Do not dilute 0.3 mL(30 mcq)/IM injection
and older) (Gray Cap with Gray Label)

Purpose

e To reduce morbidity and mortality from coronavirus disease 2019 (COVID-19) by vaccinating
persons who meet the criteria established by the Centers for Disease Control and Prevention’s
Advisory Committee on Immunization Practices (ACIP).

Policy

¢ Where authorized under state law, standing orders enable eligible nurses and other healthcare
professionals (e.g., pharmacists) to assess and vaccinate persons who meet the criteria in the
"Procedure" section below without the need for clinician examination or direct order from the
attending provider at the time of the interaction.

* Review package insert prior to administration and confirm storage and handling guidance.
Procedure

Assess persons 12 years of age and older who are not moderately or severely immunocompromised for
vaccination with Pfizer- BioNTech COVID-19 Vaccine based on the following criteria:

¢ Unvaccinated individuals should receive 1 dose of bivalent Pfizer-BioNTech COVID-19 vaccine

e Recipients who have received 1 or more doses of a monovalent mMRNA and no doses of bivalent
should receive 1 dose of bivalent Pfizer-BioNTech COVID-19 vaccine

¢ Recipients between the ages 12 and 64 who have received a bivalent mRNA (regardless of
monovalent history) no additional dose is recommended

¢ Recipients 65 or older who have received a bivalent mRNA, have the option to receive 1
additional bivalent mRNA vaccine dose at least 4 months after the first dose of a bivalent mMRNA

Assess persons 12 years of age and older who are moderately or severely immunocompromised for
vaccination with Pfizer- BioNTech COVID-19 Vaccine based on the following criteria:
o Individuals who have not been previously vaccinated may receive:
* Dose 1 and Dose 2 administered 3 weeks apart
* Dose 2 and Dose 3 administered at least 4 weeks apart
o Individuals who have received 1 dose of monovalent Pfizer-BioNTech should receive:
+ Bivalent Dose 1 administered 3 weeks after the monovalent
+ Bivalent Dose 2 administered at least 4 weeks after Bivalent Dose 1
o Individuals who have received 2 doses of monovalent Pfizer-BioNTech should receive:
» Bivalent Dose 1 administered at least 4 weeks after the last monovalent dose
o Individuals who have received 3 doses of monovalent Pfizer-BioNTech should receive:
+ Bivalent Dose 1 administered 8 weeks after receiving the last monovalent
dose
o Individuals that have received 2 doses of monovalent Pfizer-BioNTech and 1 dose
bivalent Pfizer BioNTech

* People ages 12 years and older who are moderately or severely
immunocompromised have the option to receive 1 additional dose of Pfizer-
BioNTech COVID-19 Vaccine (0.3 mL/30 ug; gray cap and label with a gray
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border) at least 2 months following the last recommended bivalent COVID-19
vaccine dose

o Individuals that have received 3 doses monovalent Pfizer-BionNTech and 1 dose
bivalent mMRNA

* People ages 12 years and older who are moderately or severely
immunocompromised have the option to receive 1 additional dose of Pfizer-
BioNTech COVID-19 Vaccine (0.3 mL/30 ug; gray cap and label with a gray
border) at least 2 months following the last recommended bivalent COVID-19
vaccine dose

NOTE: In addition to the above recommendations, further additional homologous bivalent dose(s) may be
administered, informed by the clinical judgement of a healthcare provider and personal preference and
circumstances. Any further additional doses should be administered at least 2 months after the last
COVID-19 vaccine dose

Preparation for Administration

¢ Pfizer-BioNTech COVID-19 Vaccine, Bivalent is supplied as a frozen suspension that does not
contain a preservative and must be thawed prior to administration.

¢ Verify that the vial label states Pfizer- BioNTech COVID-19 Vaccine, Bivalent (Original and
Omicron BA.4/BA.5).

¢ Each multiple dose vial contains 6 doses of 0.3 mL. If the amount of vaccine remaining in the vial cannot
provide a full dose of 0.3 mL, discard the vial and contents.

o Screen for Contraindications and Precautions
o Contraindications:
= History of a:
o Severe allergic reaction (e.g., anaphylaxis) after a previous dose or to a
component of the COVID-19 vaccine

o Known diagnosed allergy to a component of the COVID-19 vaccine (see
https://www.cdc.gov/vaccines/ covid-19/clinical-considerations/covid-19-
vaccines-us. Appendix-C for a list of vaccine components)

o Precautions:

= Most people determined to have a precaution to a COVID-19vaccine at their
appointment can and should be administered vaccine.

* Immediateallergicreactiont to any non-COVID-19 vaccine or injectable therapy
(i.e., intramuscular, intravenous, or

» subcutaneous vaccines or therapies [excluding subcutaneous immunotherapy for
allergies, i.e., “allergy shots™])

o This includes non-COVID-19 vaccines and therapies with multiple
components and the component(s) that elicited the reaction is unknown

* Immediate (within 4 hours after vaccination) non-severe, allergic reactiontoa
previous dose of the COVID-19 vaccine

» Contraindicationto one type of COVID-19 vaccine (MRNA) is a precaution to
other types of COVID-19 vaccines (Janssen)t

= Moderate to severe acute illness, with or without fever

= History of myocarditis or pericarditis after a dose of an mRNA COVID-19 vaccine

Sex and Weight of Patient Needle Gauge | Needle Length Injection Sites

Female or male fewer than 130 Ibs 22-25 5/81-1” Deltoid muscle of arm
Female or male 130-152 Ibs 22-25 1” Deltoid muscle of arm
Female 152-200 Ibs 225 17"-1%" Deltoid muscle of arm
Male 152-260 Ibs 22-25 1% Deltoid muscle of arm
Female 200+ Ibs 22-25 1% Deltoid muscle of arm
Male 260+ Ibs 22-25 1% Deltoid muscle of arm
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¢ Provide all recipients with a copy of the current federal Emergency Use Authorization (EUA) Fact
Sheet for Recipients and Caregivers.
* Prepare to administer the vaccine. Choose the correct needle gauge, needle length, and injection
site for persons:
o 12years of age:
= Needle gauge/length: 22-25 gauge, 1-inch.
= Site: Deltoid muscle of arm.
o Follow the manufacturer's guidance for storing/handling punctured vaccine vials.
¢ Administer Pfizer COVID-19 Vaccine by intramuscular (IM) injection
o 0.3 mL mLto individuals per the dose and regimen outlined above:
o  Document vaccination.
o COVID-19 vaccination providers must document vaccine administration in their medical
record systems within 24 hours of administration and use their best efforts to report

administration data to the relevant system (e.g., immunization information system) for the
jurisdiction as soon as practicable and no later than 72 hours after administration.

o  Document each recipient's vaccine administration information:

» Medical record: The vaccine and the date it was administered, manufacturer, lot
number, vaccination site and route, name and title of the person administering
the vaccine

» Vaccination record card: Date of vaccination, product name/manufacturer, lot
number, and name/location of the administering clinic or healthcare professional.
Give to the vaccine recipient.

¢ Be prepared to manage medical emergencies.
o Vaccination providers should observe patients after vaccination to monitor for the
occurrence of immediate adverse reactions, including syncope:
o 30 minutes: persons with a history of;:

= Acontraindication to another type of COVID-19 vaccine product.

* Immediate (within 4 hours of exposure) non-severe allergic reaction to a COVID-
19 vaccine.

» Immediate allergic reaction of any severity to a non- COVID-19 vaccine or
injectable therapies

= Anaphylaxis due to any cause.

o 15 minutes: All other persons
o Syncope may occur in association with injectable vaccines, among adolescents. Procedures should
be in place to avoid falling injuries and manage syncopal reactions.
o For more information, please see:
* Interim Considerations: Preparing for the Potential Management of
Anaphylaxis after COVID-19 Vaccination at https://www.cdc.gov/vaccines/covid-19/
info-by-product/pfizer/anaphylaxis-management.html
= CDC’s General Best Practice Guidelines for Inmunization, “Preventing
and Managing Adverse Reactions,” at https://www.cdc.gov/vaccines/hcp/acip-
recs/general-recs/adverse-reactions.html
= Immunization Action Coalition’s “Medical Management of Vaccine Reactions in
Adults in a Community Setting” at https://www.immunize.org/catg.d/p3082.pdf
o Report adverse events to the Vaccine Adverse Event Reporting System (VAERS).
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policy-framework/ emergency-use-authorization) healthcare professionals are required to report
to VAERS:

= Vaccine administration errors (whether associated with an adverse event [AE] or not)

= Serious AEs (irrespective of attribution to vaccination)

*  Multisystem inflammatory syndrome (MIS) in adults (https://www.cdc.gov/mis-
c/mis-a.html) or children(https://www.cdc.gov/mis-c/index.html)
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T An immediate allergic reaction is defined as any hypersensitivity-related signs or symptoms such as urticaria,
angioedema, respiratory distress (e.g., wheezing, stridor), or anaphylaxis that occur within 4 hours following
exposure to a vaccine or medication.

T Consider consultation with an allergist-immunologist to help determine if a patient with a contraindication to an

mRNA vaccine can safely receive the Janssen COVID-19 Vaccine. Healthcare providers and health departments

may also request a consultation from the Clinical Immunization Safety Assessment COVIDvax project

(https://www.cdc.gov/vaccinesafety/ensuringsafety/ monitoring/cisa/index.html). Vaccination of these individuals

should only be done in an appropriate setting under the supervision of a healthcare provider experienced in the

management of severe allergic reactions.

. People with a contraindication to mRNA COVID-19 vaccines (including due to a known PEG allergy) have a

precaution to Janssen COVID-19 vaccination. People who have previously received an mRNA COVID-19
vaccine dose should wait at least 28 days to receive Janssen COVID-19 Vaccine.

. People with a contraindication to Janssen COVID-19 Vaccine (including due to a known polysorbate allergy)
have a precaution to mRNA COVID-19 vaccination.

§ Alternately, the anterolateral thigh can be used. A 1.5-inch needle may be used if administering vaccine in this
site.

9 Some experts recommend a 5/8-inch needle for men and women who weigh less 130 pounds. If used, skin
must be stretched tightly (do not bunch subcutaneous tissue).
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NOVAVAX
Standing Orders for Administering Vaccine

Vaccine Diluent Dosage (amount)/Route

12 years old and older DO NOT DILUTE 5mcqg SARAS-CoV-2rs 50MCQ Matrix-
M/0.5mL/IM

Purpose

e Toreduce morbidity and mortality from novel coronavirus disease 2019 (COVID-19) by vaccinating
persons who meet the criteria established by the Centers for Disease Control and Prevention’s Advisory
Committee on Immunization Practices (ACIP).

Policy
o Where authorized under state law, standing orders enable eligible nurses and other healthcare
professionals (e.g., pharmacists) to assess and vaccinate persons who meet the criteria in the
"Procedure" section below without the need for clinician examination or direct order from the attending
provider at the time of the interaction.
* Review package insert prior to administration and confirm storage and handling guidance.

Procedure
o Assess persons 12 years old and older on the following criteria:
Those who ARE NOT moderately or severely immunocompromised

e Primary Series: [f the recipient has never received a COVID-19 vaccine, administer 1 dose of Novavax COVID-
19 Vaccine

o Ifthe recipient has received 1 previous dose of Novavax COVID-19 Vaccine, administer the second dose at
least 3-8 weeks after Dose 1.
o Ifthe recipient has received 2 previous doses of Novavax COVID-19 Vaccine, administer a bivalent mMRNA
booster 2 months after the primary series is complete (See Moderna or Pfizer bivalent CSG)
Those who ARE moderately or severely immunocompromised

o  Primary Series If the recipient has never received a COVID-19 vaccine, administer 1 dose of Novavax COVID-19
Vaccine

o |fthe recipient has received 1 previous dose of Novavax COVID-19 Vaccine, administer the second dose at
least 3 weeks after Dose 1.
o Ifthe recipient has received 2 previous doses of Novavax COVID-19 Vaccine, administer a bivalent mMRNA
booster 2 months after the primary series is complete (See Moderna or Pfizer bivalent CSG)
Booster doses
¢ A monovalent Novavax booster dose (instead of a bivalent mMRNA booster dose) may be used in limited
situations in people ages 18 years and older who completed any FDA-approved or FDA-authorized
monovalent primary series, have not received any previous booster dose(s), and are unable to receive an
mRNA vaccine (i.e., mRNA vaccine contraindicated or not available) or unwilling to receive an mRNA vaccine
and would otherwise not receive a booster dose.
e People ages 18 years and older who completed primary vaccination using any COVID-19 vaccine and have
not received any previous booster dose(s) may receive a monovalent Novavax booster dose at least 6
months after completion of the primary series

Additional Clinical Considerations
o The same vaccine product should be used for all doses in the primary series.

o There are limited data on the safety and efficacy of a mixed primary series composed of any
combination of Moderna, Novavax, and Pfizer-BioNTechCOVID-19 vaccines.

o Ifa mixed primary series is inadvertently administered
*» The series is complete, and doses do not need to be repeated.

* This is considered an error; report to the Vaccine Adverse Event Reporting System
(VAERS)
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o |f a person starts but is unable to complete the primary series with the same COVID-19 vaccine due to
a contraindication, any other age-appropriate COVID-19 vaccine may be administered to complete the
series at a minimum interval of 4 weeks (28 days) from the last COVID-19 vaccine dose.

o  This would not need to be reported to VAERS.

Coadministration
¢ In general, COVID-19 vaccines may be administered without regard to timing of other vaccines. Routine

administration of all age-appropriate doses of vaccines simultaneously is recommended for people for whom
no specific contraindications exist at the time of the healthcare visit.

There are additional considerations for orthopoxvirus vaccines
o If orthopoxvirus vaccine administered first:
= Might consider waiting 4 weeks before receiving a Moderna, Novavax, or Pfizer-
BioNTech vaccine
o If Moderna, Novavax, or Pfizer-BioNTech administered first:
*  No minimum interval necessary before receiving
orthopoxvirus vaccination for prophylaxis in the
setting of an outbreak

Screen for Contraindications
e History of a severe allergic reaction (e.g., anaphylaxis) after a previous dose or to a component of
Novavax COVID-19 Vaccine
e History of a known diagnosed allergy to a component of Novavax COVID-19 Vaccine

o People with an allergy-related contraindication to one type of COVID-19
vaccine have a contraindication or precaution to the other type of COVID-
19 vaccines

¢ People with a known allergy to polysorbate have a contraindication to both Novavax and Janssen

¢ Inall other cases, an allergy-related contraindication to one type of COVID-19 vaccine is a precaution
to the other types

Precautions
o Most people determined to have a precaution to a COVID-19 vaccine at their appointment can and
should be administered vaccine.
o History of:

o History of an immediate allergic reaction to any vaccine other than COVID-19 vaccine or to any
injectable therapy

o History of a non-severe, immediate (onset less than 4 hours) allergic reaction after a dose
Novavax COVID-19 Vaccine

o Moderate or severe acute illness, with or without fever

o History of Multi Inflammatory Syndrome in Child (MIS-C) or Multi Inflammatory Syndrome in
Adult %/MIS A)

o History of myocarditis or pericarditis after a dose of an mMRNA or Novavax COVID-19 vaccine

Vaccine Administration

e Prepare to administer vaccine by intramuscular injection.
o Needle gauge and length: Use a 22-25-gauge, 1 inch
¢ Document vaccination.
o COVID-19 vaccination providers must document vaccine administration in their medical
record systems within 24 hours of administration and use their best efforts to report administration

data to the relevant system (e.g., immunization information system) for the jurisdiction as soon as
practicable and no later than 72 hours after administration.

o Document each recipient's vaccine administration information:

»  Medical record: The vaccine and the date it was administered, manufacturer, lot number,
vaccination site and route, name and title of the person administering the vaccine
= Vaccination record card: Date of vaccination, product name/manufacturer, lot number, and
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name/location of the administering clinic or healthcare professional. Give to the vaccine
recipient.

* Immunization information system (lIS): Report the vaccination to the appropriate state/local
IIS.

Post Vaccination Monitoring
= Be prepared to manage medical emergencies.

= Vaccination providers should observe patients after vaccination to monitor for the occurrence of immediate
adverse reactions, including syncope:

o 30 minutes; Persons with a history of:
= A contraindication to another type of COVID-19 vaccine product.

* Immediate (within 4 hours of exposure) non-severe allergic reaction to a COVID-19
vaccine.

* |mmediate allergic reaction of any severity to a non-COVID-19 vaccine or injectable
therapies.

= Anaphylaxis due to any cause.

o 15 minutes: All other persons
Warnings

Management of Acute Allergic Reactions

Appropriate medical treatment to manage immediate allergic reactions must be immediately available in the
event an acute anaphylactic reaction occurs following administration of the Novavax COVID-19 Vaccine,
Adjuvanted.

Monitor the Novavax COVID-19 Vaccine, Adjuvanted recipients for the occurrence of immediate
adverse reactions according to the Centers for Disease Control (CDC) and Prevention guidelines
(https://www.cdc.gov/vaccines/covid-19/clinical-considerations/managing-anaphylaxis.html).

Myocarditis and Pericarditis

Clinical trials data provide evidence for increased risks of myocarditis and pericarditis following
administration of Novavax COVID-19 Vaccine, Adjuvanted (see Full EUA Prescribing Information).

Syncope

Syncope (fainting) may occur in association with administration of injectable vaccines. Procedures should be
in place to avoid injury from fainting.

Altered Immunocompetence

Immunocompromised persons, including individuals receiving immunosuppressant therapy, may have a
diminished immune response to the Novavax COVID-19 Vaccine, Adjuvanted.

ADVERSE REACTIONS
Adverse Reactions in Clinical Trials

Adverse reactions reported in clinical trials following administration of the Novavax COVID-19 Vaccine,
Adjuvanted include injection site pain/tenderness, fatigue/malaise, muscle pain, headache, joint pain,
nausea/vomiting, injection site redness, injection site swelling, fever, chills, injection site pruritus,
hypersensitivity reactions, lymphadenopathy-related reactions, myocarditis, and pericarditis.

(see Full EUA Prescribing Information).
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Adverse Reactions Identified during Post-Authorization Use

Myocarditis, pericarditis, and anaphylaxis have been reported following administration of the Novavax
COVID-19 Vaccine, Adjuvanted outside of clinical trials.

Additional adverse reactions, some of which may be serious, may become apparent with more widespread
use of the Novavax COVID-19 Vaccine, Adjuvanted.

Report adverse events to the Vaccine Adverse Event Reporting System (VAERS). While this vaccine is
under Emergency Use Authorization (EUA) (https://www.fda.gov/emergency-preparedness-and-
response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization ), healthcare
professionals are required to report to VAERS:
e Vaccine administration errors (whether associated with an adverse event [AE] or not)
e Serious AEs (irrespective of attribution to vaccination)
e Cases of COVID-19 that result in hospitalization or death
¢ Any additional AEs and revised safety requirements per the Food and Drug Administration’s
(https://www. https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-requlatory-and-
policy-framework/emergency-use-authorization) conditions for use of an authorized vaccine
throughout the duration of the EUA
e Healthcare professionals are encouraged to report to VAERS (https://vaers.hhs.gove/):

o Clinically important adverse events that occur after vaccination, even if you are not sure
whether the vaccine caused the adverse event
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STANDING ORDERS FOR
Administering Diphtheria, Tetanus, and Acellular Pertussis (DTaP) Vaccine to
Children Younger Than Age 7 Years

Purpose

To reduce morbidity and mortality from tetanus, diphtheria, and pertussis by vaccinating all
infants and children who meet the criteria established by the Centers for Disease Control and
Prevention’s Advisory Committee on Immunization Practices (ACIP).

Policy

Where allowed by state law, standing orders enable eligible nurses and other healthcare
professionals (e.g., pharmacists) to assess the need for and vaccinate children and teens who
meet any of the criteria below.

Procedure

1. Assess Children in Need of Vaccination against diphtheria, tetanus, and pertussis based
on the following criteria:

= Age 2 months through 6 years who have not completed a DTaP vaccination series

2. Screen for contraindications and
precautions Contraindications

= Do not give DTaP vaccine to an infant or child who has experienced a serious reaction (e.g.,
anaphylaxis) to a prior dose of the vaccine or to any of its components. For information on
vaccine components, refer to the manufacturers’ package insert
(www.immunize.org/packageinserts) or go to www.cdc.gov/vaccines/pubs/
pinkbook/downloads/appendices/B/excipient-table-2.pdf.

= Do not give any DTaP to an infant or child who has experienced encephalopathy (e.g.,
coma, decreased level of consciousness, prolonged seizures) not attributable to another
identifiable cause within 7 days following a previous dose of DTaP.

Precautions

= Moderate or severe acute illness with or without fever

= History of Guillain-Barré syndrome within 6 weeks of previous dose of tetanus toxoid-
containing vaccine

= History of an Arthus-type hypersensitivity reaction after a previous dose of DTaP; in such

cases, defer vaccination until at least 10 years have elapsed since the last tetanus toxoid-
containing vaccine

= Progressive neurologic disorder (including infantile spasms), uncontrolled epilepsy, or

progressive encephalopathy until a treatment regimen has been established and the
condition has stabilized

3. Provide Vaccine Information Statements

Provide all patients (or, in the case of minors, their parent, or legal representative) with a
copy of the most current federal Vaccine Information Statement (VIS). Provide non-
English speaking patients with a copy of the VIS in their native language, if one is
available and desired; these can be found at www.immunize.org/vis. (For information
about how to document that the VIS was given, see section 6 titled “Document
Vaccination.”)
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4. Prepare to Administer Vaccine

Choose the needle gauge, needle length, injection site according to the following chart:

AGE OF NEEDLE NEEDLE INJECTION SITE
INFANT/CHILD GAUGE LENGTH

Youngerthan 12 2225 17 Anterolateral thigh muscle

months

12 through 35 months 2225 581" Anterolateral thigh muscle
1-1 V" or deltoid muscle of arm*

3 through 10 years 2225 581" Anterolateral thigh muscle
1-1 V" or deltoid muscle of arm*

11 through 18 years 2225 581" Anterolateral thigh muscle
1-1 %" or deltoid muscle of arm*

* Preferred site.

** A 5/8” needle may be used for children for IM injection in the deltoid muscle only if the skin is stretched
tight, the subcutaneous tissue is not bunched, and the injection is made at a 90-degree angle.

5. Administer DTaP vaccine, 0.5 mL, via the intramuscular (IM) route, according to the following

tables:
VACCINEAND RECOMMENDED MINIMUMAGE | RECOMMENDED MINIMUM
DOSE AGE FOR THIS FOR THIS INTERVAL TO INTERVALTO
NUMBER DOSE DOSE NEXT DOSE NEXT DOSE
DTaP #1 2 months 6 weeks 8 weeks 4 weeks
DTaP#2 4 months 10 weeks 8 weeks 4 weeks
DTaP#3 6 months 14 weeks 6-12 months 6 months '
DTaP #4 15-18 months 15 months 3 years 6 months
DTaP#5 4-6 years 4 years

1- If a child aged 12 months or older received dose #4 with an interval less than 6 months but
more than 4 months, the dose does not need to be repeated.

NOTE: For individuals who failed to complete the schedule as stated above, do not start over.
Simply follow the schedule below.

Schedule for catch-up vaccination:

NUMBER OF MINIMUM INTERVAL BETWEEN DOSES OF DTAP VACCINE
PRIOR STARTING FROM THE MOST RECENT DOSE GIVEN
DOCUMENTED
DOSES
DOSE1TO DOSE2TO DOSE3TO DOSE4TO
DOSE 2 DOSE 3 DOSE 4 DOSE 5
Unknown 4 weeks 4 weeks 6 months? 6 months?
0 4 weeks 4 weeks 6 months? 6 months?®
1 4 weeks 4 weeks 6 months? 6 months?
2 4 weeks 6 months? 6 months3
3 6 months? 6 months3
4 6 months3
2-Infants should be no younger than age 12 months when receiving dose #4.
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3- Dose #5 should be given no younger than age 4 years. Dose #5 is not necessary if dose #4
was given after age
4 years.

6. Document Vaccination

Document each patient’s vaccine administration information and follow-up in the following
places:

Medical record: Record the date the vaccine was administered, the manufacturer and lot
number, the vaccination site and route, and the name and address and, if appropriate, the
title of the person administering the vaccine. You must also document, in the patient’s
medical record or office log, the publication date of the VIS and the date it was given to the
patient. Note that medical records/charts should be documented and retained in
accordance with applicable state laws and regulations. If vaccine was not administered,
record the reason(s) for non-receipt of the vaccine (e.g., medical contraindication, patient
refusal). Offer the vaccine to the patients at the next visit.

Personal immunization record card: Record the date of vaccination and the name/location
of the administering clinic.

Immunization Information System (IIS) or “registry”: Report the vaccination to the
appropriate state/local IIS, if available.

7. Be Prepared to Manage Medical Emergencies

Be prepared for management of a medical emergency related to the administration of vaccine
by having a written emergency medical protocol available, as well as equipment and
medications. For IAC’s “Medical Management of Vaccine Reactions in Children and Teens,”
go to www.immunize.org/catg.d/p3082a.pdf. For “Medical Management of Vaccine Reactions
in Adult Patients,” go to www.immunize.org/catg.d/p3082.pdf. To prevent syncope, vaccinate
patients while they are seated or lying down and consider observing them for 15 minutes after
receipt of the vaccine.

8. Report Adverse Events to VAERS

Report all adverse events following the administration of DTaP vaccine to the federal Vaccine
Adverse Event Reporting System (VAERS). To submit a VAERS report online (preferred) or
to download a writable PDF form, go to https://www.vaers.hhs.gov/report event.html. Further
assistance is available at (800) 822-7967.
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STANDING ORDER FOR

Diphtheria Tetanus Acellular Pertussis-Inactivated Poliovirus (DTaP-IPV) Combination Vaccine

(KINRIX®)

Purpose

Policy

To reduce mortality from diphtheria, tetanus, pertussis, and poliomyelitis as the fifth dose in the
diphtheria, tetanus, and acellular pertussis (DTaP) vaccine series and the

fourth dose in the inactivated poliovirus vaccine (IPV) series in children aged

4 through 6 years (prior to the 7th birthday) whose previous DTaP vaccine

doses have been with INFANRIX and/or PEDIARIX for the first 3 doses and

INFANRIX for the fourth dose by vaccinating all infants and children who meet the criteria
established by the Centers for Disease Control and Prevention’s Advisory Committee on
Immunization Practices (ACIP).

Where allowed by state law, standing orders enable eligible nurses and other healthcare
professionals (e.g., pharmacists) to assess the need for and vaccinate children and teens who
meet any of the criteria below.

Review the package insert prior to administration and confirm storage and handling
guidance

Procedure

Single dose of KINRIX is indicated for active immunization against diphtheria, tetanus, pertussis,
and poliomyelitis as the
o 1t‘ir1:th dose in the diphtheria, tetanus, and acellular pertussis (DTaP) vaccine series and
e

o fourth dose in the inactivated poliovirus vaccine (IPV) series in children aged
4 through 6 years (prior to the 7th birthday) whose previous DTaP vaccine
doses have been with INFANRIX and/or PEDIARIX for the first 3 doses and
INFANRIX for the fourth dose.

Screen for Contraindications and Precautions

Contraindications

o Severe allergic reaction (e.g., anaphylaxis) after a previous dose of any
diphtheria toxoid-, tetanus toxoid-, pertussis- or poliovirus-containing
vaccine, or to any component of KINRIX, including neomycin and
polymyxin B.

o Encephalopathy within 7 days of administration of a previous pertussis-
containing vaccine.

o Progressive neurologic disorders

Precautions

o If Guillain-Barré syndrome occurs within 6 weeks of receipt of a prior vaccine containing
t_etl?nus toxoid, the decision to give KINRIX should be based on potential benefits and
risks.

o Thetip caps of the prefilled syringes contain natural rubber latex which
may cause allergic reactions.

o Syncope (fainting) can occur in association with administration of
injectable vaccines, including KINRIX. Procedures should be in place to
avoid falling injury and to restore cerebral perfusion following syncope.
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o If temperature >105°F, collapse or shock-like state, or persistent, inconsolable crying
lasting >3 hours have occurred within 48 hours after receipt of a pertussis-containing
vaccine, or if seizures have occurred within 3 days after receipt of a pertussis-containing
vaccine, the decision to give KINRIX should be based on potential benefits and risks.

o Forchildren at hit%her_ risk for seizures, an _antipP/retic may be
administered at the time of vaccination with KINRIX.

Provide Vaccine Information Statements

¢ Provide all patients (or, in the case of minors, their parent, or legal representative) with a
copy of the most current federal Vaccine Information Statement (VIS). Provide non-English
speaking patients with a copy of the VIS in their native language, if one is available and
desired; these can be found at www.immunize.org/vis. (For information about how to
document that the VIS was given, see section 6 titled “Document Vaccination.”)

Indications and Usage

¢ KINRIX®is indicated for active immunization against diphtheria, tetanus, pertussis, and
poliomyelitis. KINRIX® (DTaP-IPV) is approved for the fifth dose in the DTaP vaccine
series and the fourth dose in the IPV series in children 4 through 6 years of age whose

previous vaccine doses have been with INFANRIX® (DTaP) and/or PEDIARIX®
(DTaP-HepB-IPV) for the first three doses and INFANRIX® for the fourth dose.

Recommended Schedule

¢ Give assingle dose in children 4 through 6 years of age who meet eligibility requirements.
¢ The minimum interval from dose 4 to dose 5 should be at least 6 months to provide an
optimum booster response.

Dosage

¢ KINRIX®is to be administered as a single 0.5 mL dose by intramuscular (IM) injection.
¢ KINRIX®is available in 0.5 mL single dose vials and in prefilled TIP-LOK syringes.

Age of child Needle length and gauge Vaccine Site
4-6 years old 22-25 gauge Deltoid muscle of arm (preferred)
5/81"-1 inch

*If the skin is stretched tightly and the subcutaneous tissues are not bunched
Preparation for Administration

¢  Shake vigorously to obtain a homogeneous, turbid, white suspension.
¢ DO NOT USE if resuspension does not occur with vigorous shaking.

Anatomical Site

o The preferred site of administration is the deltoid muscle of the upper arm.

o Do not administer KINRIX® intravenously, intradermally or subcutaneously.

Document Vaccination

o Document each patient’s vaccine administration information and follow-up in the following
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places:
o Medical record:

» Record the date the vaccine was administered, the manufacturer and lot number,
the vaccination site and route, and the name and title of the person administering
the vaccine. You must also document, in the patient’'s medical record or office
log, the publication date of the VIS and the date it was given to the patient. Note
that medical records/charts should be documented and retained in accordance
with applicable state laws and regulations. If vaccine was not administered,
record the reason(s) for non-receipt of the vaccine (e.g., medical contra-
indication, patient refusal). Discuss the need for vaccine with the patient at the
next visit.

o Personal immunization record card:

*= Record the date of vaccination and the name/location of the administering clinic.
o Immunization Information System (II1S) or “registry”:

= Report the vaccination to the appropriate state/local IS, if available.

Be Prepared to Manage Medical Emergencies

¢ Be prepared for management of a medical emergency related to the administration of vaccine
by having a written emergency medical protocol available, as well as equipment and
medications. For IAC’s “Medical Management of Vaccine Reactions in Adult Patients in a
Community Setting,” go to www.immunize.org/catg.d/p3082.pdf. For “Medical Management of
Vaccine Reactions in Children and Teens in a Community Setting,” go to
www.immunize.org/catg.d/p3082a.pdf.

e Toprevent syncope, vaccinate patients while they are seated or lying down and consider
observing them for 15 minutes after receipt of the vaccine.

Report Adverse Events to VAERS

¢ Report all adverse events following the administration of Hepatitis A vaccine to the federal
Vaccine Adverse Event Reporting System (VAERS). To submit a VAERS report online
(preferred) or to download a writable PDF form, go to https://vaers.hhs.gov/reportevent.html.
Further assistance is available at (800) 822-7967.

Special Situations

¢ Wound management in children less than age 7 years with history of 3 or more doses of
tetanus-toxoid-containing vaccine: For all wounds except clean and minor wounds, administer
DTap if more than 5 years since last dose of tetanus-toxoid-containing vaccine. See:
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STANDING ORDER FOR
Quadracel (Diphtheria and Tetanus Toxoids and Acellular Pertussis Adsorbed and Inactivated
Poliovirus Vaccine)

Purpose
¢ Toreduce mortality from tetanus, diphtheria, pertussis and polio for children 4 through 6 years
old who meet the criteria established by the Centers for Disease Control and Prevention’s
Advisory Committee on Immunization Practices (ACIP).

Policy

¢ Where allowed by state law, standing orders enable eligible nurses and other healthcare
professionals (e.g., pharmacists) to assess the need for and vaccinate children and teens who
meet any of the criteria below.

¢ Review the package insert prior to administration and confirm storage and handling
guidance

Procedure

¢ Quadracel is a vaccine indicated for active immunization against diphtheria, tetanus, pertussis
and poliomyelitis.
o Asingle dose of Quadracel is approved for use in children 4 through 6 years of age as a
fifth dose in the diphtheria, tetanus, pertussis vaccination (DTaP? series, and

o Afourth or fifth dose in the inactivated poliovirus vaccination (IPV) series, in children who
have received 4 doses of Pentacel and/or DAPTACEL vaccine.

Screen for Contraindications and Precautions

¢ Contraindications

o Severe allergic reaction (e.g., anaphylaxis) to any ingredient of Quadracel, or following
any diphtheria toxoid, tetanus toxoid, pertussis-containing vaccine or inactivated
poliovirus vaccine.

o Encephalopathy within 7 days of a previous pertussis- containing vaccine with no other
identifiable cause

0 Pro%ressive neurologic disorder until a treatment regimen has been established and the
condition has stabilized

¢ Precautions

o Carefully consider benefits and risks before administering Quadracel to persons
with a history of:

. -hyporesponsive episode (HHE) or
persistent, inconsolable crying lasting  hours within 48 hours after a
previous pertussis-containing vaccine.

= seizures within 3 days after a previous pertussis-containing vaccine.

= If Guillain-Barré syndrome occurred within 6 weeks of receipt of a prior vaccine
containing tetanus toxoid, the decision to give any tetanus toxoid-containing
vaccine, including Quadracel, should be based on careful consideration of the
potential benefits and possible risks

Provide Vaccine Information Statements

« Provide all patients (or, in the case of minors, their parent, or legal representative) with a
copy of the most current federal Vaccine Information Statement (VIS). Provide non-English
speaking patients with a copy of the VIS in their native language, if one is available and
desired; these can be found at www.immunize.org/vis. (For information about how to
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document that the VIS was given, see section 6 titled “Document Vaccination.”)

Dosage and Route

Administer Quadracel® vaccine 0.5 mL intramuscularly (IM) after reconstitution.

Anatomical Site

The preferred sites are the anterolateral aspects of the thigh or into the deltoid muscle.
The vaccine should not be injected into the gluteal area or areas where there is
a major nerve trunk.

Age Needle Length and Gauge Preferred Site

Children 4-6 years old 22-25 Gauge/1 Inch Deltoid muscle of arm

Document Vaccination

Document each patient’s vaccine administration information and follow-up in the following
places:
o Medical record:

= Record the date the vaccine was administered, the manufacturer and lot number,
the vaccination site and route, and the name and title of the person administering
the vaccine. You must also document, in the patient’'s medical record or office
log, the publication date of the VIS and the date it was given to the patient. Note
that medical records/charts should be documented and retained in accordance

with applicable state laws and regulations. If vaccine was not administered,
record the reason(s) for non-receipt of the vaccine (e.g., medical contra-

indication, patient refusal). Discuss the need for vaccine with the patient at the

next visit.
o  Personal immunization record card:
= Record the date of vaccination and the name/location of the administering clinic.
o Immunization Information System (II1S) or “registry”:
» Report the vaccination to the appropriate state/local IS, if available.

Be Prepared to Manage Medical Emergencies

Be prepared for management of a medical emergency related to the administration of vaccine
by having a written emergency medical protocol available, as well as equipment and
medications. For IAC’s “Medical Management of Vaccine Reactions in Adult Patients in a
Community Setting,” go to www.immunize.org/catg.d/p3082.pdf. For “Medical Management of
Vaccine Reactions in Children and Teens in a Community Setting,” go to
www.immunize.org/catg.d/p3082a.pdf.

To prevent syncope, vaccinate patients while they are seated or lying down and consider
observing them for 15 minutes after receipt of the vaccine.

Report Adverse Events to VAERS

Report all adverse events following the administration of Hepatitis A vaccine to the federal
Vaccine Adverse Event Reporting System (VAERS). To submit a VAERS report online
(preferred) or to download a writable PDF form, go to https://vaers.hhs.gov/reportevent.html.
Further assistance is available at (800) 822-7967.
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STANDING ORDER for
DTaP-HepB-IPV Combination Vaccine (PEDIARIX®)

Purpose
e To reduce mortality from diphtheria, tetanus, pertussis, infection caused by all known subtypes of

hepatitis B virus, and poliomyelitis. who meet the criteria established by the Centers for Disease
Control and Prevention’s Advisory Committee on Immunization Practices (ACIP).

Policy

¢ Where allowed by state law, standing orders enable eligible nurses and other healthcare
professionals (e.g., pharmacists) to assess the need for and vaccinate children and teens who
meet any of the criteria below.

¢ Review the package insert prior to administration and confirm storage and handling
guidance

Procedure

¢ PEDIARIX is a vaccine indicated for active immunization against diphtheria, tetanus, pertussis,
infection caused by all known subtypes of hepatitis B virus, and poliomyelitis.

¢ PEDIARIX s approved for use as a 3-dose series in infants born of hepatitis B surface antigen
(HBsAg)-negative mothers.

¢ PEDIARIX may be given as early as 6 weeks of age through 6 years of age (prior to the 7th
birthday).

Screen for Contraindications and Precautions

¢ Contraindications

o Individuals with:

= Anaphylactic reaction to previous dose of this vaccine or with any
component of this vaccine (see package insert).

= Hypersensitivity to any component of the vaccine, including
yeast, neomycin, and polymyxin B, is a contraindication.

= This vaccine is not recommended for persons before the age of 6 week or
for those persons 7 years of age and older.

= The contraindications and precautions for DTaP-HepB-IPV are the same
as they would be for any of its individual component vaccines. Please
refer to the package insert for a complete list of contraindications and
precautions and to immunization protocols for individual component
vaccines.

= Encephalopathy within 7 days of administration of a previous dose of a
pertussis containing vaccine

= Evolving neurologic disease, including infantile spasms,
epilepsy or progressive encephalopathy

¢ Precautions

o Moderate to severe iliness, with or without fever (temporary precaution)

o PEDIARIX® should be given with caution in children with bleeding disorders
such as hemophilia or thrombocytopenia, with steps taken to avoid the risk of
hematoma following injection.

o As with other intramuscular injections, use with caution in patients on
anticoagulant therapy.
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o As with any vaccine, if administered to immunosuppressed persons, including
individuals receiving immunosuppressive therapy, the expected immune
response may not be obtained. See package insert about immunosuppressive
therapies.

o  While the single dose vial is latex-free, the tip cap and rubber plunger of the needle-less,
pre-filled syringes contain dry natural rubber latex that may cause allergic reactions in latex

sensitive individuals.

Provide Vaccine Information Statements

¢ Provide all patients (or, in the case of minors, their parent, or legal representative) with a
copy of the most current federal Vaccine Information Statement (VIS). Provide non-English
speaking patients with a copy of the VIS in their native language, if one is available and
desired; these can be found at www.immunize.org/vis. (For information about how to
document that the VIS was given, see section 6 titled “Document Vaccination.”)

Indications and Usage

¢ PEDIARIX is a vaccine indicated for active immunization against diphtheria,
tetanus, pertussis, infection caused by all known subtypes of hepatitis B
virus, and poliomyelitis.

o PEDIARIX s approved for use as a 3-dose series in infants born of hepatitis
B surface antigen (HBsAg)-negative mothers. PEDIARIX may be given as
early as 6 weeks of age through 6 years of age (prior to the 7th birthday).

Recommended Schedule

¢ DTaP-HepB-IPV is approved for the primary series routinely given at 2, 4 and 6 months
of age. The recommended interval between doses is 6 to 8 weeks (preferably 8
weeks).

¢ DTaP-HepB-IPV is approved for use in children aged 6 weeks through 6 years (prior to
the 7t birthday). A child who is behind schedule can still receive DTaP-HepB-IPV as
long as it is given for doses 1, 2 or 3 of the series and the child is less than 7 years of
age.

o DTaP-HepB-IPV can be used to complete the primary series in infants who have begun with
the separate vaccines.

¢ Children who have received DTaP-HepB-IPV can also receive TriHIBit® (DTaP-Hib) to
complete the 4" dose of the DTaP and Haemophilus influenzae type b (Hib) series -- as
long as it is the final dose in the Hib series, and the child has received at least one prior
dose of Hib vaccine.

¢ DTaP-HepB-IPV can be administered simultaneously with other vaccines given at
separate injection sites, including Hib and pneumococcal conjugate (PCV7 is listed in
the latest package insert) vaccines. Please refer to the section below on Adverse Events
for additional information.

Minimum Ages and Intervals

¢ The recommended minimum age and interval for each dose are equivalent to the oldest
age or longest interval recommended for any of the individual components for that dose.
For example, the minimum age for dose #1 is 6 weeks (the same as DTaP and IPV),
while the minimum age for the third dose is 24 weeks (the same as HepB).

e If an accelerated schedule is used, the minimum interval between the 1stand 2" doses
is 6 weeks; and between the 2" and 3 doses is 8 weeks, but the 3 dose should not
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be given before age 24 weeks. Please refer to the table below.

Dose Minimum Age Minimum Interval from Previous Dose
1 6 weeks -
2 10 weeks 6 weeks
3 24 weeks 8 weeks™

*And not before 24 weeks of age

¢  Children who have fallen out of the regular schedule may also receive PEDIARIX® for the
primary series up to the age of 7 years.

Dosage and Route

+  Give PEDIARIX® vaccine 0.5 mL intramuscularly (IM).

o Always check the package insert prior to administration of any vaccine.

Anatomical Site

¢ The preferred sites are the anterolateral aspects of the thigh or into the deltoid muscle. The
vaccine should not be injected into the gluteal area or areas where there is a major nerve
trunk.

Document Vaccination

¢ Document each patient’s vaccine administration information and follow-up in the following
places:
o Medical record:

» Record the date the vaccine was administered, the manufacturer and lot number,
the vaccination site and route, and the name and title of the person administering
the vaccine. You must also document, in the patient’s medical record or office
log, the publication date of the VIS and the date it was given to the patient. Note
that medical records/charts should be documented and retained in accordance
with applicable state laws and regulations. If vaccine was not administered,
record the reason(s) for non-receipt of the vaccine (e.g., medical contra-
indication, patient refusal). Discuss the need for vaccine with the patient at the
next visit.

o Personal immunization record card:

= Record the date of vaccination and the name/location of the administering clinic.
o  Immunization Information System (lIS) or “registry”:

= Report the vaccination to the appropriate state/local IS, if available.

Be Prepared to Manage Medical Emergencies

e Be prepared for management of a medical emergency related to the administration of vaccine
by having a written emergency medical protocol available, as well as equipment and
medications. For IAC’s “Medical Management of Vaccine Reactions in Adult Patients in a
Community Setting,” go to www.immunize.org/catg.d/p3082.pdf. For “Medical Management of
Vaccine Reactions in Children and Teens in a Community Setting,” go to
www.immunize.org/catg.d/p3082a.pdf.

e Toprevent syncope, vaccinate patients while they are seated or lying down and consider
observing them for 15 minutes after receipt of the vaccine.
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Report Adverse Events to VAERS

¢ Report all adverse events following the administration of Hepatitis A vaccine to the federal
Vaccine Adverse Event Reporting System (VAERS). To submit a VAERS report online
(preferred) or to download a writable PDF form, go to https://vaers.hhs.gov/reportevent.html.
Further assistance is available at (800) 822-7967.
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STANDING ORDER FOR

Diphtheria and Tetanus Toxoids and Acellular Pertussis Adsorbed,
Inactivated Poliovirus and Haemophilusb Conjugate (Tetanus Toxoid Conjugate) Vaccine
DTaP-IPV/Hib Combination Vaccine (Pentacel®)

Purpose
¢ Toreduce mortality from diphtheria, tetanus, pertussis, and poliomyelitis and invasive disease
due to Haemophilus influenzae type b for infant and children who meet the criteria established
by the Centers for Disease Control and Prevention’s Advisory Committee on Immunization
Practices (ACIP).

Policy

¢ Where allowed by state law, standing orders enable eligible nurses and other healthcare
professionals (e.g., pharmacists) to assess the need for and vaccinate children and teens who
meet any of the criteria below.

¢ Review the package insert prior to administration and confirm storage and handling
guidance

Procedure

¢ Pentacel is a vaccine indicated for active immunization against diphtheria, tetanus, pertussis,
poliomyelitis and invasive disease due to Haemophilus influenzae type b. Pentacel is approved
for use as a four-dose series in children 6 weeks through 4 years of age (prior to 5th birthday

Screen for Contraindications and Precautions
¢ Contraindications

o Severe allergic reaction (eg, anaphylaxis) after a previous dose of Pentacel,
any ingredient of Pentacel, or any other diphtheria toxoid, tetanus toxoid,

pertussis-containing vaccine, inactivated poliovirus vaccine or H.influenzae type b
vaccine.

o Encephalopathy within 7 days of a previous pertussis-containing vaccine
with no other identifiable cause.

o Progressive neurologic disorder until a treatment regimen has been
established and the condition has stabilized.

e Precautions

o Carefully consider benefits and risks before administering Pentacel to
persons with a history of:

= fever >40.5°C (=105°F)

= hypotonic-hyporesponsive episode (HHE) or

=  persistent, inconsolable crying lasting >3 hours within 48 hours after a
previous pertussis-containing vaccine.

= seizures within 3 days after a previous pertussis-containing vaccine.

o  If Guillain-Barré syndrome occurred within 6 weeks of receipt of a prior
vaccine containing tetanus toxoid, the risk for Guillain-Barré syndrome
may be increased following Pentacel.

*  Forinfants and children with a history of previous seizures, an antipyretic
may be administered (in the dosage recommended in its prescribing
information) at the time of vaccination with Pentacel and for the
next 24 hours.

=  Apnea following intramuscular vaccination has been observed in some
infants born prematurely. The decision about when to administer an
intramuscular vaccine, including Pentacel, to an infant born prematurely
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should be based on consideration of the individual infant’s medical status
and the potential benefits and possible risks of vaccination.

Indications and Usage
¢ Pentacel vaccine is indicated for active immunization against diphtheria, tetanus,
pertussis, poliomyelitis and invasive disease due to Haemophilus influenzae type
b. Pentacel vaccine is approved for use in children 6 weeks through 4 years of
age (prior to fifth birthday).

Recommended Schedule

Administration of Pentacel®, DTaP-IPV/Hib

Dose Minimum Age Minimum Interval to the Next Dose
One(1),

a:ye égs%r 6 weeks* 4 weeks (dose 1 to dose 2)

Two (2) 10 weeks 4 weeks (dose 2 to dose 3)

6 months (dose 3 to dose 4, determined by DTaP and

Three (3) 14 weeks IPV component):
Note that both the minimum interval AND age must
be met for the fourth dose of DTaP, Hib (for Pentacel
or any other formulation) to be counted as valid;
Four (4) 12 months

DTaP dose 5 IS NOT given as Pentacel vaccine.

*Use of the minimum age and minimum intervals for vaccine administration in the first 6 months of life are
recommended only if the vaccine recipient is at risk for imminent exposure to circulating poliovirus.

Maximum age for Pentacel Administration
Dose
4 years, 364 days (i.e., do not administer at age 5
Any Dose years or older.)

Children Previously Vaccinated with One or More Doses of IPV

¢ Pentacel vaccine may be used in the 4 dose IPV series in infants and children who
have received 1 or more doses of another licensed IPV vaccine and are also
scheduled to receive the other antigens of Pentacel vaccine, however, the safety and
efficacy of Pentacel in such infants have not been evaluated [See the product’s
package insert]. Pentacel is not indicated for the booster dose at age
4 through 6 years.
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Children Previously Vaccinated with One or More Doses of Haemophilus b Conjugate
Vaccine
¢ Pentacel may be used to complete the vaccination series in infants and children
previously vaccinated with one or more doses of a Haemophilus b conjugate vaccine
(either separately administered or as part of another combination vaccine), who are
also scheduled to receive the other antigens of Pentacel vaccine, however, the safety
and efficacy of Pentacel vaccine in such infants have not been evaluated [See the
product’s package insert].
o If different brands of Haemophilus b conjugate vaccines are administered to

complete the series, three primary immunizing doses are needed, followed by
a booster dose.

Dosage and Route

¢ Give Pentacel vaccine 0.5 mL intramuscularly (IM).

Anatomical Site

o The preferred sites are the anterolateral aspects of the thigh or into the deltoid muscle.
The vaccine should not be injected into the gluteal area or areas where there is a major
nerve trunk.

Preparation for Administration

¢ Pentacel vaccine should be inspected visually for extraneous particulate matter and/or
discoloration before administration. If these conditions exist, Pentacel vaccine should
not be administered.

Reconstitution of Freeze-Dried Product and Withdrawal from Stoppered Vial

¢  Gently shake the vial of DTaP-IPV component
o  Withdraw the entire liquid content

¢ Insert the syringe needle through the stopper of the vial of lyophilized ActHIB
vaccine component and inject the liquid into the vial.

¢ Shake vial thoroughly

o After reconstitution, immediately withdraw 0.5 mL of Pentacel vaccine and
administer intramuscularly

¢ Pentacel should be used immediately after reconstitution

Document Vaccination

¢ Document each patient’s vaccine administration information and follow-up in the following
places:
o Medical record:

» Record the date the vaccine was administered, the manufacturer and lot number,
the vaccination site and route, and the name and title of the person administering
the vaccine. You must also document, in the patient’'s medical record or office
log, the publication date of the VIS and the date it was given to the patient. Note
that medical records/charts should be documented and retained in accordance
with applicable state laws and regulations. If vaccine was not administered,
record the reason(s) for non-receipt of the vaccine (e.g., medical contra-
indication, patient refusal). Discuss the need for vaccine with the patient at the
next visit.

o Personal immunization record card:
= Record the date of vaccination and the name/location of the administering clinic.

Immunization-Pentacel July 2022



o Immunization Information System (lIS) or “registry”:
= Report the vaccination to the appropriate state/local IIS, if available

Be Prepared to Manage Medical Emergencies

¢ Be prepared for management of a medical emergency related to the administration of vaccine
by having a written emergency medical protocol available, as well as equipment and
medications. For IAC’s “Medical Management of Vaccine Reactions in Adult Patients in a
Community Setting,” go to www.immunize.org/catg.d/p3082.pdf. For “Medical Management of
Vaccine Reactions in Children and Teens in a Community Setting,” go to
www.immunize.org/catg.d/p3082a.pdf.

¢ Toprevent syncope, vaccinate patients while they are seated or lying down and consider
observing them for 15 minutes after receipt of the vaccine.

Report Adverse Events to VAERS

¢ Report all adverse events following the administration of Hepatitis A vaccine to the federal
Vaccine Adverse Event Reporting System (VAERS). To submit a VAERS report online
(preferred) or to download a writable PDF form, go to https://vaers.hhs.gov/reportevent.html.
Further assistance is available at (800) 822-7967.
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Standing Orders for Administering Hepatitis A Vaccine to Children and Teens

Purpose

To reduce morbidity and mortality from hepatitis A virus (HAV) by vaccinating all children and
teens who meet the criteria established by the Centers for Disease Control and Prevention’s
Advisory Committee on Immunization Practices (ACIP).

Policy

Where allowed by state law, standing orders enable eligible nurses and other healthcare
professionals (e.g., pharmacists) to assess the need for and vaccinate children and teens
who meet any of the criteria below.

Procedure

1. Assess Children and Teens in Need of Vaccination against HAV infection based
on the following criteria:
¢ age 12-23 months and lacking documentation of at least 1 dose of hepatitis A vaccine
(HepA)
e age 2 through 18 years who are unvaccinated or have not completed a HepA series
¢ age 6 months and older with anticipated travel to a country with intermediate or high
endemicity for hepatitis A (i.e., all except Canada, Japan, Australia, New Zealand, and

parts of Western Europe) (Note: A dose given at age 6—11 months does not count
toward the routine 2-dose series given after the first birthday.)

2. Screen for contraindications and precautions
Contraindications
¢ Do not give HepA to a child or teen who has experienced a serious reaction (e.g.,
anaphylaxis) to a prior dose of the vaccine or to any of its components. For information
on vaccine components, refer to the manufacturers’ package insert
(www.immunize.org/fda) or go to www.cdc.gov/vaccines/pubs/pinkbook/downloads/
appendices/B/excipient-table-2.pdf.

Precautions
¢ Moderate or severe acute illness with or without fever

3. Provide Vaccine Information Statements

¢ Provide all patients (or, in the case of minors, their parent, or legal representative) with a
copy of the most current federal Vaccine Information Statement (VIS). Provide non-
English speaking patients with a copy of the VIS in their native language, if one is
available and desired; these can be found at www.immunize.org/vis. (For information
about how to document that the VIS was given, see section 6 titled “Document
Vaccination.”)
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4. Prepare to Administer Vaccine
Choose the needle gauge, needle length, and injection site according to the following chart

Age of Needle Needle Length Injection Site
Infant/Child/Teen Gauge
Infants (6-11 months) 2225 17 Anterolateral thigh muscle
Toddlers (1-2 years) 22-25 58*1” Anterolateral thigh muscle**
117 Deltoid muscle of arm
Children (3-10 years) 2225 58*-1” Deltoid muscle of arm**
117 Anterolateral thigh muscle
Adolescents and 2225 581" Deltoid muscle of arm**
Teens (11-18years) 1-1 %" Anterolateral thigh muscle

* A 5/8" needle may be used for children for IM injection in the deltoid muscle only if the skin is stretched
tight, the subcutaneous tissue is not bunched, and the injection is made at a 90-degree angle.
** Preferred site.

5. Administer Hep A vaccine, 0.5 mL for patients aged 6 months (6—11 months for international
travel) through 18 years and 1.0 mL for patients aged 19 years and older, via the intramuscular (IM)
route, according to the following tables:

Schedule for routine vaccination

Vagc'i‘lne Dgse kllinir}rgum R ded

and Number Recommended ge tor S Minimum Interval to Next
Age for Dose Dose I:r)néggval to Next Dose

HepA #1 12—-23 months 12 months 6— 18 months 6 months

HepA #2 >18 months 18 montns |

Schedule for catch-up vaccination

Age Dose 1to Dose 2
12 months to & years 6 months
7-18 years 6 months

Schedule for travelers to countries with intermediate or high endemicity for HAV

Age of Traveler | Health Status Ke aact(i:tiﬁ‘e Immune Globulin
Youngerthanage H 1
6 months ealthy No 0.1 0r0.2 mL/kg
6 through 11 Healthy 1 dose? None
Healthy & not previously
1 through 18 years | vaccinated 1 dose None
Immunocom-
Allages >12 promised &not 1 dose 0.1 0r 0.2 mL/kg'
months previously
vaccinated




FOOTNOTES

1 Infants younger than age 6 months and older children for whom vaccine is contraindicated should be given
IG at a dose of 0.1 mL/kg for travel of up to 1 month’s time. For travel of 2 months or longer, they should be
given IG 0.2 mL/kg and repeat dose of 0.2 mL/kg for every 2 months that travel continues.

2 Adose given at age 6—11 months does not count toward the routine 2-dose series given after the first birthday.

6. Document Vaccination

¢ Document each patient’s vaccine administration information and follow-up in the
following places:

¢ Medical record: Record the date the vaccine was administered, the manufacturer and lot
number, the vaccination site and route, and the name and title of the person administering
the vaccine. You must also document, in the patient’s medical record or office log, the
publication date of the VIS and the date it was given to the patient. Note that medical
records/charts should be documented and retained in accordance with applicable state
laws and regulations. If vaccine was not administered, record the reason(s) for non-receipt
of the vaccine (e.g., medical contraindication, patient refusal). Discuss the need for
vaccination with the patient (or, in the case of a minor, their parent or legal representative)
at the next visit.

¢ Personal immunization record card: Record the date of vaccination and the name/location
of the administering clinic.

¢ Immunization Information System (lIS) or “registry”: Report the vaccination to the
appropriate state/local IIS, if available.

7. Be Prepared to Manage Medical Emergencies

¢ Be prepared for management of a medical emergency related to the administration of

vaccine by having a written emergency medical protocol available, as well as equipment
and medications. For IAC’s “Medical Management of Vaccine Reactions in Children and
Teens in a Community Setting,” go to www.immunize.org/catg.d/p3082a.pdf. For “Medical
Management of Vaccine Reactions in Adult Patients in a Community Setting,” go to
www.immunize.org/catg.d/p3082.pdf. To prevent syncope, vaccinate patients while they
are seated or lying down and consider observing them for 15 minutes after receipt of the
vaccine.

8. Report Adverse Events to VAERS

¢ Report all adverse events following the administration of Hepatitis A vaccine to the federal
Vaccine Adverse Event Reporting System (VAERS). To submit a VAERS report online
(preferred) or to download a writable PDF form, go to
https://vaers.hhs.gov/reportevent.html. Further assistance is available at (800) 822-7967.
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Standing Order for Administration of Hepatitis A Vaccine to Adults
Purpose

¢ To reduce morbidity and mortality from hepatitis A virus (HAV) by vaccinating all adults
who meet the criteria established by the Centers for Disease Control and Prevention’s
Advisory Committee on Immunization Practices (ACIP).

Policy

¢ Where allowed by state law, standing orders enable eligible nurses and other healthcare
professionals (e.g., pharmacists) to assess the need for and vaccinate adults who meet any
of the criteria below.

¢ Review the package insert prior to administration and confirm storage and handling
guidance.

Procedure

¢ Assess Adults in Need of Vaccination against HAV infection based on the following
criteria:

o anticipated trgvel to a country with intermediate or hi enden}iwéfor hepatitis A (i.e., all
except Canada, Japan, Australia, New Zealand, and parts o stern Europe)

a male who has sex with other males

users of street drugs (injecting and non-injecting)

homelessness or living in temporary housing (such as a shelter)

diagnosis of chronic liver disease (including hepatitis B, hepatitis C, cirrhosis, fatty
liver disease, alcoholic liver disease, autoimmune hepatitis, alanine aminotransferase
[ALT], I())r aspartate aminotransferase [AST] level greater than twice the upper limit of
norma

o diagnosis of HIV infection

o anticipated close personal contact with an international adoptee from a country of hiﬂh
(L)Jr i.?t%rrgte?iate endemicity during the first 60 days after the arrival of the adoptee in the
nited States

) grrp got)é@ent in a research laboratory requiring work with HAV or HAV-infected

o recent possible exposure to HAV (e.g., within previous two weeks) (Note: For adults
older than age 40 years with recent exposure to HAV, immune globulin [IC; 0.1
mL/kg] may also be administered depending on the provider’s risk assessment [see
https://stacks.cdc.qov/view/cdc/59777]).

o any other adult who wants to be protected from hepatitis A

= Note: In settings where a high proportion of people have risk factors for
hepatitis A infection, assume that unvaccinated adults age 19 years and
older are at risk without individual risk-factor screening. Such settings
include a) healthcare settings targeting services to injection or non-injection
drug users and b) group homes or nonresidential daycare facilities for
developmentally disabled persons.

O O O O

Screen for Contraindications and Precautions

= Contraindications

o Do not give Hep A to an adult who has experienced a serious reaction (el.:g.,
anaphylaxis) to a prior dose of the vaccine or to any of its components. For
information on vaccine components, refer to the manufacturers’ package insert
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(www.immunize.org/fda), or go to
www.cdc.gov/vaccines/pubs/pinkbook/downloads/appendices/B/excipient-table-
2.pdf.

=  Precautions
o Moderate or severe acute illness with or without fever

Provide Vaccine Information Statements

= Provide all patients with a copy of the most current federal Vaccine Information Statement (VIS).
Provide non-English speaking patients with a copy of the VIS in their native language, if one is
available and desired; these can be found at www.immunize.org/vis. (For information about how
to document that the VIS was given, see section 6 titled “Document Vaccination.”)

Prepare to Administer Vaccine

Choose the needle gauge, needle length, and injection site according to the following chart

Genderand Weight of Needle Needle Iniection Site™
Patients Gauge Length )

omale ormaleless than 130 22-25 5/8*-1" | Deltoid muscle of arm
Female or male 130-152 Ibs. 22-25 1" Deltoid muscle of arm
Female 152—200 Ibs. 22-25 1-11/2" Deltoid muscle of arm
Male 153—-260 Ibs. 22-25 1-11/2" Deltoid muscle of arm
Female 200+ Ibs. 22-25 11/2" Deltoid muscle of arm
Male 260+ Ibs. 22-25 11/2" Deltoid muscle of arm

* A 5/8" needle may be used for children for IM injection in the deltoid muscle only if the skin is stretched
tight, the subcutaneous tissue is not bunched, and the injection is made at a 90-degree angle.
** Alternatively, the anterolateral thigh also can be used.

Administer Hep A Vaccine

0.5 mL for patients younger than age 19 years and 1.0 mL for patients age 19 years and older, via the
intramuscular (IM) route, according to the following tables:

Dose and Schedule for Administration of Hep A

History of Previous
Hep A Vaccination

Odocumented doses, or Give Hep A as dose #1. Give dose 2 at least 6 months later.
none known

1 previous dose of Hep A |Give dose #2 of Hep A at least 6 months after dose #1.

Notes:
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e For HIV-infected people, Hep A vaccination may be less protective. CDC recommends HIV-
positive people receive immune globulin (0.1 mL/kg) within 2 weeks of a high-risk exposure to
hepatitis A virus (e.g., household contact or sexual partner), regardless of vaccination status.

o For travelers needing pre-exposure protection against hepatitis A:

o Ifhealthy and age 40 years or younger, 1 dose of Hep A before departure will provide
adequate protection.

o If age 41 years or older, immunocompromised, having chronic liver disease or other
chronic medical condition, and departure is anticipated within the next 2 weeks,
administer the initial dose of Hep A vaccine. Immune globulin (0.1 mL/kg for travel up to 1
month; 0.2 mL/kg for

e travel up to 2 months; 0.2 mL/kg every 2 months for travel of >2 months duration) may
also be administered simultaneously at a separate site.

Document Vaccination

¢ Document each patient’s vaccine administration information and follow-up in the following
places:
o Medical record:
= Record the date the vaccine was administered, the manufacturer and lot number,
the vaccination site and route, and the name and title of the person administering
the vaccine. You must also document, in the patient’s medical record or office
log, the publication date of the VIS and the date it was given to the patient. Note
that medical records/charts should be documented and retained in accordance
with applicable state laws and regulations. If vaccine was not administered,
record the reason(s) for non-receipt of the vaccine (e.g., medical contra-
indication, patient refusal). Discuss the need for vaccine with the patient at the
next visit.
o Personal immunization record card:
» Record the date of vaccination and the name/location of the administering clinic.
o  Immunization Information System (IIS) or “registry”:
» Report the vaccination to the appropriate state/local IIS, if available.

Be Prepared to Manage Medical Emergencies

¢ Be prepared for management of a medical emergency related to the administration of vaccine
by having a written emergency medical protocol available, as well as equipment and
medications. For IAC’s “Medical Management of Vaccine Reactions in Adult Patients in a
Community Setting,” go to www.immunize.org/catg.d/p3082.pdf. For “Medical Management of
Vaccine Reactions in Children and Teens in a Community Setting,” go to
www.immunize.org/catg.d/p3082a.pdf. To prevent syncope, vaccinate patients while they are
seated or lying down and consider observing them for 15 minutes after receipt of the vaccine.

Report Adverse Events to VAERS

¢ Report all adverse events following the administration of Hepatitis A vaccine to the federal
Vaccine Adverse Event Reporting System (VAERS). To submit a VAERS report online
(preferred) or to download a writable PDF form, go to https://vaers.hhs.gov/reportevent.html.
Further assistance is available at (800) 822-7967.

Immunizations-Adult Hep A June 8, 2022


http://www.immunize.org/catg.d/p3082.pdf
http://www.immunize.org/catg.d/p3082a.pdf
https://vaers.hhs.gov/reportevent.html

STANDING ORDER FOR
Hepatitis A/B Vaccine (TWINRIX®)

Purpose

¢ To reduce morbidity and mortality from against disease caused by hepatitis A virus and infection
by all known subtypes of hepatitis B virus by vaccinating individuals over the age of 18 who meet
the criteria established by the Centers for Disease Control and Prevention’s Advisory Committee
on Immunization Practices (ACIP).

Policy

¢ Where allowed by state law, standing orders enable eligible nurses and other healthcare
professionals (e.g., pharmacists) to assess the need for and vaccinate children and teens who
meet any of the criteria below.

¢ Review the package insert prior to administration and confirm storage and handling
guidance

Procedure
¢ TWINRIXis a vaccine indicated for active immunization against disease caused by hepatitis A
virus and infection by all known subtypes of hepatitis B virus.
o TWINRIX s approved for use in persons 18 years of age or older.

Screen for Contraindications and Precautions

¢ Contraindications

o Severe allergic reaction (e.g., anaphylaxis) after a previous dose of any
hepatitis A-containing or hepatitis B-containing vaccine, or to any component
of TWINRIX, including yeast and neomycin.

o

e Precautions

o Thetip caps of the prefill?d syringes contain natural rubber latex which
may cause allergic reaction.

o0 Syncope (fainting) can occur in association with administration of injectable
vaccines, including TWINRIX. Procedures should be in place to avoid
falling injury and to restore cerebral perfusion following syncope

Provide Vaccine Information Statements

¢ Provide all patients (or, in the case of minors, their parent, or legal representative) with a
copy of the most current federal Vaccine Information Statement (VIS). Provide non-English
speaking patients with a copy of the VIS in their native language, if one is available and
desired; these can be found at www.immunize.org/vis. (For information about how to
document that the VIS was given, see section 6 titled “Document Vaccination.”)

Indications and Usage
¢ TWINRIX® brand hepatitis A/B vaccine is indicated for active immunization against
hepatitis A virus (HAV) and hepatitis B virus (HBV) infection for the following eligible
groups:

o Any person 18 years of age or older with an indication for both
hepatitis A and hepatitis B vaccination

o Patients with chronic liver disease
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Injection drug users

Men who have sex with men

Persons with clotting factor disorders who receive therapeutic blood products
International travelers under certain circumstances

Hepatitis, A vaccine is recommended for travelers to areas of high or
intermediate hepatitis A endemicity

O O O O O

¢ Hepatitis B vaccine is recommended for travelers to areas of high or intermediate
hepatitis B endemicity who plan to stay for six or more months and have frequent close
contact with the local population.

e Persons at increased risk due to occupational exposure

e Hepatitis A vaccine is recommended for unvaccinated persons who anticipate close
personal contact (e.g., household contact or regular babysitting) with an international
adoptee from a country of high or intermediate endemicity during the first 60 days
following arrival of the adoptee in the United States. Countries outside the US other
than Canada, Australia, New Zealand, Japan, and Western Europe should be
considered to have high or intermediate endemicity for hepatitis A virus.

Recommended Schedule

¢ Forpersons, 18 years of age and older, recommended for Hepatitis A vaccine because
of close contact with an international adoptee, the first three doses of the 4-dose
series (i.e., the accelerated schedule) should be completed as soon as adoption is
planned, ideally 2 or more weeks before the arrival of the adoptee.

¢ Thefourth dose (i.e., the booster dose) in the accelerated schedule is needed to
assure long-term immunity.

¢ Alternatively, TWINRIX can be given with the regular dosing schedule with proper
planning in anticipation of the adoption, so that all three doses are completed before
the arrival of the adoptee.

Dosage and Route
¢  TWINRIX should be administered by intramuscular injection.
¢  Primary immunization for adults consists of three doses, given on a 0-, 1-, and 6-month
schedule.
¢ Accelerated dosing schedule:

o 4-dose schedule, given on days 0, 7 and 21 to 30 followed by a booster
dose 12 months after the first dose.
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Anatomical Site

For adults (persons 18 years of age and older) the deltoid muscle is recommended for routine intramuscular
vaccinations. The suggested needle size is 1-1%2 inches and 22-25 gauge.

Other Important Notes

¢ [|fadministered concomitantly with immune globulin (IG), use a separate syringe
and different site.

o Postexposure prophylaxis (PEP) during hepatitis A outbreaks or as part of a contact
investigation. TWINRIX vaccine should not be used for hepatitis A PEP. Use
single antigen hepatitis A vaccine for hepatitis A PEP, when hepatitis A vaccine is
indicated. See the Hepatitis A vaccine protocol for additional details.

Document Vaccination

¢ Document each patient’s vaccine administration information and follow-up in the following
places:
o Medical record:
= Record the date the vaccine was administered, the manufacturer and lot number,
the vaccination site and route, and the name and title of the person administering
the vaccine. You must also document, in the patient’s medical record or office
log, the publication date of the VIS and the date it was given to the patient. Note
that medical records/charts should be documented and retained in accordance
with applicable state laws and regulations. If vaccine was not administered,
record the reason(s) for non-receipt of the vaccine (e.g., medical contra-
indication, patient refusal). Discuss the need for vaccine with the patient at the
next visit.
o Personal immunization record card:
» Record the date of vaccination and the name/location of the administering clinic.
o Immunization Information System (lIS) or “registry”:
= Report the vaccination to the appropriate state/local IS, if available.

Be Prepared to Manage Medical Emergencies

e Be prepared for management of a medical emergency related to the administration of vaccine
by having a written emergency medical protocol available, as well as equipment and
medications. For IAC’s “Medical Management of Vaccine Reactions in Adult Patients in a
Community Setting,” go to www.immunize.org/catg.d/p3082.pdf. For “Medical Management of
Vaccine Reactions in Children and Teens in a Community Setting,” go to
www.immunize.org/catg.d/p3082a.pdf.

e Toprevent syncope, vaccinate patients while they are seated or lying down and consider
observing them for 15 minutes after receipt of the vaccine.

Report Adverse Events to VAERS

¢ Report all adverse events following the administration of Hepatitis A vaccine to the federal
Vaccine Adverse Event Reporting System (VAERS). To submit a VAERS report online
(preferred) or to download a writable PDF form, go to https://vaers.hhs.gov/reportevent.html.
Further assistance is available at (800) 822-7967.
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STANDING ORDERS FOR
Administering Hepatitis B Vaccine to Children and Teens

Purpose

To reduce morbidity and mortality from hepatitis B virus (HBV) by vaccinating all
children and teens who meet the criteria established by the Centers for Disease Control
and Prevention’s Advisory Committee on Immunization Practices (ACIP).

Policy
Where allowed by state law, standing orders enable eligible nurses and other healthcare
professionals (e.g., pharmacists) to assess the need for and vaccinate children and teens
who meet any of the criteria below.

Procedure

1. Assess Children and Teens in Need of Vaccination against HBV infection
based on the following criteria:
= Lack of documentation of at least 3 doses of hepatitis B vaccine (Hep B) with the third

dose given at least 16 weeks after the first dose, at least 8 weeks after the second dose,
and when no younger than age 24 weeks

2. Screen for contraindications and precautions Contraindications

= Do not give Hep B to a child or teen who has experienced a serious reaction (e.g.,
anaphylaxis) to a prior dose of the vaccine or to any of its components. For information
on vaccine components, refer to the manufacturers’ package insert
(www.immunize.org/packageinserts) or go to
www.cdc.gov/vaccines/pubs/pinkbook/downloads/appendices/B/excipient-table-2.pdf.

= Do not give any Hep B to a child or teen who has experienced
hypersensitivity to yeast.
Precautions

= Moderate or severe acute iliness with or without fever

3. Provide Vaccine Information Statements

Provide all patients (or, in the case of minors, their parent, or legal representative) with a copy
of the most current federal Vaccine Information Statement (VIS). Provide non-English
speaking patients with a copy of the VIS in their native language, if one is available and
desired; these can be found at www.immunize.org/vis. (For information about how to
document that the VIS was given, see section 6 titled “Document Vaccination.”)

4. Prepare to Administer Vaccine
Choose the needle gauge, needle length, and injection site according to the following chart

AGE OF | NEEDLE LENGTH INJECTION SITE
INFANT/CHILD/TEEN
Newborns (15128 days) Vs* Anterolateral thigh muscle
Infants (1-12 months) 1” Anterolateral thigh muscle
Toddlers (1-2 years) Vs*-1” Anterolateral thigh muscle**
1-1 %" Deltoid muscle of arm
Children (3-10 years) Vs*1" Deltoid muscle of arm**
1-1%“ Anterolateral thigh muscle
Adolescents and Teens (11-18 | V™1 Deltoid muscle of arm**
years) 117" Anterolateral thigh muscle

* A Vs" needle may be used for children for IM injection in the deltoid muscle only if the skin is
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stretched tight, the subcutaneous tissue is not bunched, and the injection is made at a 90-

degree angle.
** Preferred site.

5. Administer Hep B vaccine, 0.5 mL, via the intramuscular (IM) route,

according to the following tables:
Schedule for routine vaccination

VACCINE AND RECOMME | MINIMUM | RECOMMEND | MINIMUM

DOSENUMBER | NDEDAGE | AGE FOR | EDINTERVAL | INTERVAL
FORTHIS | THISDOSE | TOo NEXT TO NEXT
DOSE DOSE DOSE

Hep B #1 Birth Birth 4 weeks—4 4 weeks

Hep B #2 1-2 months | 4 weeks 8 weeks—17 8 weeks

Hep B#3 6—18 months | 24 weeks

NOTES

1 Children ages 11 through 15 years may be given an alternative 2-dose adult
formulation using Recombivax HB. Dose 2 must be given 4—6 calendar months after

dose 1.

2 Dose 3 must not be given earlier than age 24 weeks.

Schedule for catch-up vaccination

NUMBER OF MINUMUM AGE MINUMUM INTERVAL BETWEEN
PRIOR FOR DOSE 1 DOSES OF HEPB STARTING FROM
DOCUMENTED THE MOST RECENT DOSE GIVEN
DOSES DOSE 1 TO DOSE 2 TO
DOSE 2 DOSE 3
None or unknown’ Birth 4 weeks 8weeks and at
least 16 weeks
1 4 \Weeks 8weeks and at
least 16 weeks
2 8weeks and at

least 16 weeks
between Dose 1
and Dose 2

6. Document Vaccination

Document each patient’s vaccine administration information and follow-up in the following places:

Medical record: Record the date the vaccine was administered, the manufacturer and lot number, the

vaccination site and route, and the name and title of the person administering the vaccine. You must also
document, in the patient’s medical record or office log, the publication date of the VIS and the date it was
given to the patient. Note that medical records/charts should be documented and retained in accordance
with applicable state laws and regulations. If vaccine was not administered, record the reason(s) for non-
receipt of the vaccine (e.g., medical contraindication, patient refusal). Offer the vaccine to the patient at the

next visit.

Personal immunization record card: Record the date of vaccination and the name/location of the

Immunization-Hep B (Child)

July 2022



administering clinic. Immunization Information System (lIS) or “registry”: Report the vaccination to
the appropriate state/local IS, if available.

7. Be Prepared to Manage Medical Emergencies

Be prepared for management of a medical emergency related to the administration of vaccine by having
a written emergency medical protocol available, as well as equipment and medications. For IAC’s
“Medical Management of Vaccine Reactions in Children and Teens,” go to
www.immunize.org/catg.d/p3082a.pdf. For “Medical Management of Vaccine Reactions in Adult
Patients,” go to www.immunize.org/catg.d/p3082.pdf. To prevent syncope, vaccinate patients while they
are seated or lying down and consider observing them for 15 minutes after receipt of the vaccine.

8. Report Adverse Events to VAERS

Reportall adverse

events following

the administration

of Hepatitis B

vaccine to the federal Vaccine Adverse Event Reporting System (VAERS). To submit a VAERS report
online (preferred) or to download a writable PDF form, go to https://vaers.hhs.gov/reportevent.html.
Further assistance is available at (800) 822-7967.
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STANDING ORDERS FOR

Administering Hepatitis B Vaccine to Adults

Purpose

¢ To reduce morbidity and mortality from hepatitis B virus (HBV) by vaccinating all adults who
meet the criteria established by the Centers for Disease Control and Prevention’s Advisory
Committee on Immunization Practices.
Policy

¢ Where allowed by state law, standing orders enable eligible nurses, pharmacists, and other
health care professionals to assess the need for vaccination and to vaccinate adults who meet
any of the criteria below.

¢ Review the package insert prior to administration and confirm storage and handling
guidance.

Procedure

¢ Assess Adults for Need of Vaccination against HBV infection-23 according to the following
criteria:
o Alladults age 19 through 59 years
o Alladults age 60 or older with risk factors for HBV infection due to:
= Sexual exposure risk
¢ sex partners of hepatitis B surface antigen [HBsAg]-positive people
¢ sexually active people not in monogamous relationships
¢ people seeking treatment for a sexually-transmitted infection
= men who have sex with men
o Percutaneous or mucosal exposure to blood:
= current or recent injection-drug use
= household contacts of HBsAg-positive people
= residents and staff of facilities for developmentally disabled people
= healthcare and public safety workers with risk for exposure to blood or blood-
contaminated body fluids
= hemodialysis, peritoneal dialysis, home dialysis, and predialysis patients
= patients with diabetes at the discretion of the treating clinician
o Other factors
» anticipated travel to countries with high or intermediate endemic hepatitis B
= people with hepatitis C infection
= chronic liver disease (including, but not limited to people with cirrhosis, fatty
liver disease, alcoholic liver disease, autoimmune hepatitis, and an alanine
aminotransferase [ALT] or aspartate aminotransferase [AST] level greater than
twice upper limit of normal)
HIV infection
= incarceration
= Any adult age 60 or older who does not meet the risk-based recommendations
above may be vaccinated.

Notes:

1. In general, people who have documented completion of a Hep B series at any point or who have a history of previous
HBYV infection should not receive additional Hep B vaccine, although there is no evidence that additional vaccination is
harmful.

2. Revaccination may be indicated for certain high-risk adults, including healthcare workers who are documented non-
responders to an initial Hep B series, and certain dialysis patients. For revaccination guidance, see the 2018 ACIP
recommendations for the prevention of hepatitis B at www.cdc.gov/mmwr/volumes/67/rr/pdfs/ rr6701-H.pdf (pages 23-24).

3. In settings where the patient population has a high rate of previous HBV infection, prevaccination testing, which may
be performed at the same visit when the first dose of vaccine is administered, might reduce costs by avoiding complete
vaccination of people who are already immune. However, prevaccination testing is not required and should not create a
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barrier to vaccination

Screen for Contraindications and Precautions

o Contraindications

o Do not give hepatitis B vaccine to a person who has experienced a serious systemic
or anaphylactic reaction to a prior dose of the vaccine or to any of its components. For
a list of vaccine components, refer to the manufacturer’s package insert
(www.immunize.org/fda) or go to

www.cdc.gov/vaccines/pubs/pinkbook/downloads/appendices/B/ excipient-table-2.pdf.

o Precautions

o Moderate or severe acute illness with or without fever

o Pregnancy

o Pregnancy testing is not needed before vaccination; however, data on
Heplisav-B and PreHevbrio are currently insufficient to reach any
conclusions concerning vaccine-associated risks in pregnancy. Thus,
providers should vaccinate pregnant people needing Hep B vaccination
with Engerix-B, Recombivax HB, or Twinrix.

Provide Vaccine Information Statements

¢ Provide all patients with a copy of the most current federal Vaccine Information Statement (VIS).
Provide non-English speaking patients with a copy of the VIS in their native language, if one is
available and desired; these can be found at www.immunize.org/vis. (For information about how
to document that the VIS was given, see section 6 titled “Document Vaccination.”)

Prepare to Administer Vaccine

Choose the needle gauge, needle length, and injection site according to the following chart:

Gender and Weight Of Patient

Needle Gauge

Needle Length

Injection Site

Female or male less than 130 Ibs. 22-25 5/8"*—1" Deltoid muscle of arm
Female or male 130-152 Ibs. 22-25 1" Deltoid muscle of arm
Female 153-200 lbs. 22-25 1-1'h" Deltoid muscle of arm
Male 153-260 Ibs. 22-25 1-1'h" Deltoid muscle of arm
Female 200+ Ibs. 22-25 1'h" Deltoid muscle of arm
Male 260+ Ibs. 22-25 1'h" Deltoid muscle of arm
Female or male, any weight 22-25 1™ —1'h" Anterolateral thigh

Alternative needle lengths may be used for IM injections if the skin is stretched tight, the subcutaneous tissue is not bunched, and
the injections is made at the 90-degree angle to the skin as follows:
. 5/8”" need for patients weigh les than 130 Ibs. (<60 kg)
. 1” needle for administration in the thigh muscle for adults of any weight

Administer Hepatitis B Vaccine according to the criteria and guidance in the tables below:

TYPE OF VACCINE AGE GROUP DOSE ROUTE
Heplisav-B (Dynavax) 18 yrs. & older 0.5mL Intramuscular (IM)
Pediatric formulation of Engerix-B (GSK) or 19yrs. &

Recombivax HB (Merck) younger 0.5mL Intramuscular (IM)
Adult formulation of Engerix-B (GSK) or

Recombivax HB (Merck) 20 yrs. & older 1.0mL Intramuscular (IM)
PreHevbrio (VBI Vaccines) 18 yrs. & older 1.0mL Intramuscular (IM)
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Schedules for Vaccination

HISTORY OF PREVIOUS

For patients whose previous brand of vaccine is known, continue with the
same brand as shown below. If brand is not known or is not available,
continue with a 3-dose schedule as indicated in the right-hand column

VACCINATION

Schedule for administration of
Heplisav-B1,2

Schedule for
administration of Engerix-

None or unknown

Give a 2-dose series at 0 and 1
month.

Give a 3-dose series at 0, 1, and
6 mos.

Give dose #2 at least 4 wks. after
dose #1 to complete the series.

Give dose #2 at least 4 wks.
after #1; then, give dose #3 at

1 dose least 8 wks. after dose #2 and at
least 16 wks. after dose #1.
Give dose #3 at least 8 wks.
after dose #2 and at least 16

2 doses wks. after dose #1.

NOTES:

1. For patients receiving hemodialysis or with other
immunocompromising conditions, use one of the following

alternative dosing schedules: (a) Recombivax HB: series of 3 doses
(1 mL each) of 40 mcg/mL at 0, 1, and 6 mos., OR (b) Engerix-B:
series of 4 doses (2 mL each) as a single 2-mL dose or as two 1-mL

doses on a 0-, 1-2.

2. The hepatitis B vaccine series does not need to be

restarted, regardless of the time that has elapsed between doses.

Information on Certain Risk

o Forpersons born in Asia, the Pacific Islands, Africa, or other countries identified as having high rates
of HBV infection, see www.cdc.gov/mmwr/PDF/rr/rr5416.pdf (page 25), ensure that they have also

Groups

been tested for hepatitis B surface antigen (HBsAg) to find out if they are chronically infected. If testis
performed on same visit, administer hepatitis B vaccine after the blood draw. Do not delay initiating

hepatitis B vaccination while waiting for test results. If patient is found to be HBsAg-positive,
appropriate medical follow-up should be provided; no further doses of hepatitis B vaccine are

indicated.

¢ Certain people need testing for immunity (anti-HBs) 1—-2 months following vaccination. Check ACIP

recommendations for details at www.cdc.gov/immwr/volumes/67/rr/pdfs/rr6701-H.pdf (page 25).

Document Vaccination

¢ Document each patient’s vaccine administration information and follow up in the following places:

¢ Medical record: Document the date the vaccine was administered, the manufacturer and lot number, the
vaccination site and route, and the name and title of the person administering the vaccine. You must also
document, in the patient’s medical record or office log, the publication date of the VIS and the date it was
given to the patient. Note that medical records/charts should be documented and retained in accordance
with applicable state laws and regulations. If vaccine was not administered, record the reason(s) for non-
receipt of the vaccine (e.g., medical contraindication, patient refusal); discuss the need for vaccine with

the patient at the next visit.

¢ Personal immunization record card: Record the date of vaccination and the name/location of the

administering clinic.

¢ Immunization Information System (lIS) or “registry”: Report the vaccination to the appropriate
state/local 1IS, if available.
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¢ Be prepared for management of a medical emergency related to the administration of vaccine by having
a written emergency medical protocol available, as well as equipment and medications. For
Immunize.org’s “Medical Management of Vaccine Reactions in Adult Patients,” go to
www.immunize.org/catg.d/p3082.pdf. To prevent syncope, vaccinate patients while they are seated or
lying down and consider observing them for 15 minutes after receipt of the vaccine.

Report All Adverse Events to VAERS

¢ Report all adverse events following the administration of hepatitis B vaccine to the federal Vaccine
Adverse Event Reporting System (VAERS). To submit a VAERS report online (preferred) or to download
a writable PDF form, go to http://vaers.hhs.gov/reportevent.html. Further assistance is available at (800)

822-7967.
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STANDING ORDERS FOR

Administering Haemophilus influenzae Type B Vaccine to Children & Teens

Purpose

To reduce morbidity and mortality from Haemophilus influenzae type B disease by vaccinating all
children and teens who meet the criteria established by the Centers for Disease Control and
Prevention’s Advisory Committee on Immunization Practices (ACIP).

Policy

Where allowed by state law, standing orders enable eligible nurses and other healthcare
professionals (e.g., pharmacists) to assess the need for and vaccinate children and teens who
meet any of the criteria below.

Procedure

1. Assess children and teens in need of vaccination against Hib disease based on
the following criteria:

a.

Age 6 weeks through 59 months without prior Hib vaccination or who did not complete the
series

Age 6 weeks through 59 months with immunoglobulin deficiency, early component
complement deficiency, or are receiving chemotherapy or radiation therapy

Age 6 weeks through 18 years with human immunodeficiency virus (HIV) infection

Age 6 weeks or older (including adults) with anatomic or functional asplenia (including
sickle cell disease) or who are undergoing elective splenectomy

Age 6 weeks or older (including adults) and a recipient of hematopoietic stem cell
transplant

2. Screen for contraindications and
precautions Contraindication

Do not give Hib vaccine to a child or teen who has experienced a serious systemic or
anaphylactic reaction to a prior dose of Hib vaccine or to any of its components. For information
on vaccine components, refer to the manufacturers’ package insert (www.immunize.org/fda) or
go to www.cdc.gov/vaccines/pubs/pinkbook/downloads/ appendices/B/excipient-table-2.pdf.
Precaution

Moderate or severe acute illness with or without fever

3. Provide Vaccine Information Statements

Provide all patients (or, in the case of minors, their parent, or legal representative) with a copy
of the most current federal Vaccine Information Statement (VIS). Provide non-English speaking
patients with a copy of the VIS in their native language, if one is available and desired; these
can be found at www.immunize.org/vis. (For information about how to document that the VIS
was given, see section 6 titled “Document Vaccination.”)

4. Prepare to Administer Vaccine
Choose the needle gauge, needle length, and injection site according to the following

Age of Needle Needle Length Injection Site

Infant/Child/Teen Gauge

Infants (6-11 months) 2225 1” Anterolateral thigh muscle

Toddlers (1-2 years) 22-25 58*1” Anterolateral thigh muscle**
1-1% Deltoid muscle of arm

Children (3-10 years) 22-25 5/8*1" Deltoid muscle of arm**
1-1% Anterolateral thigh muscle

Immunizations-HIB (Child) July 2022


http://www.immunize.org/fda)
http://www.cdc.gov/vaccines/pubs/pinkbook/downloads/
http://www.immunize.org/vis

Adolescents and
Teens (11-18years)
* Preferred site.

22-25 5/8*1”
1-17%¢

Deltoid muscle of arm**
Anterolateral thigh muscle

** A 5/8” needle may be used for children for IM injection in the deltoid muscle
only if the skin is stretched tight, the subcutaneous fissue is not bunched, and the
injeéction is made at a 90-degree angle.

5. Administer Hib vaccine, 0.5 mL, via the intramuscular (IM) route, according to the following tables:

a. Schedule for routine vaccination

VACCINE AND MINIMUM RECOMME

DOSE NUMBER RECOMME | AGE FOR NDED MINIMUM
NDEDAGE | THISDOSE | INTERVAL INTERVAL
FOR THIS TO NEXT TO NEXT
DOSE DOSE DOSE

Hib #1 2 months 6 weeks 8 weeks 4 weeks

Hib #2 4 months 10 weeks 8 weeks 4 weeks

Hib #3' 6 months 14 weeks 6-9 months | 8 weeks

. 12-15
Hib #4 months 12 months
b. Schedule for catch-up vaccination of healthy children
AGE GROUP SCHEDULE FOR
NUMBER OF PRIOR ADMINISTRATION OF

DOCUMENTED DOSES

HIB VACCINE

doses, or none

1dose before age 1
year

2 doses before age 1
year

0documented Younger than age 1 Follow schedule as per
doses, or none year above.
0documented 12 through 59 months | Givedose #1, followed by

final dose in 8 weeks. (no

Givedose #2 atleast 8
weeks after dose #1.

Givedose #3 atleast 8
weeks after dose #2.
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c¢. Schedule for catch-up vaccination of children with certain medical conditions?

AGE AND VACCINATION HISTORY

CMOENDS%'?‘(I)'N CHILDREN AGE CHILDREN CHILDREN AGE 5 YEARS
OR PROCEDURE | 12-59 AGE 12-59 OR OLDER WHO ARE

MONTHS WHO MONTHS UNVACCINATED?
ARE UN- WITH HIS-
VACCINATED?0OR | TORYOF2
HISTORY OF OR MORE
ONLY 1 DOSE DOSES

Functional or Give2doses, 8 Give 1 dose at Give 1 dose

anatomic asplenia weeks apart. least 8 weeks

after previous
HIV-infected Give2doses, 8 Give 1 dose at Give 1 dose

weeks apart.

least 8 weeks
after previous

Immunoglobulin defi-

Give2doses, 8

Give 1 dose at

ciency, early weeks apart. least 8 weeks
component after previous
Chemotherapy or Give2doses, 8 Give 1 dose at

radiation therapy?

weeks apart.3

least 8 weeks

after previous
dose.’

Give 3 doses (at least 4 weeks apart) beginning 6—12 months
after transplant, regardless of Hib vaccination history.

Hematopoietic stem
cell transplant

Elective
splenectomy For unvaccinated?children age 15 months or older, give 1 dose,

preferably at least 14 days before procedure

Note: 1 PRP-OMP (Pedvax-Hib, Merck) is given as a 2-dose primary series (age 2 and 4 mos) with a
booster at age 12-15 mos. PRP-T vaccines (ActHib, Sanofi and HibrixGSK) are given as a 3-dose
primary series (age 2, 4, and 6 mos) with a booster at age 12-15 mos. PedvaxHIB is preferred for
Ameri- can Indian/Alaska Native infants.

2 Children who have not received a primary series and booster or at least 1 dose of Hib vac- cine at
age 15 months or older are considered unvaccinated.

3 Children who were vaccinated within 14 days of starting immunosuppressive therapy should be
revaccinated at least

3 months after completion of therapy.Children younger than age 12 months with special medical
conditions should follow routine Hib vaccination recommendations (see 5a above).

6. Document Vaccination
Document each patient’s vaccine administration information and follow-up in the following places:

Immunizations-HIB (Child) July 2022



Medical record: Record the date the vaccine was administered, the manufacturer and lot
number, the vaccination site and route, and the name and title of the person administering the
vaccine. You must also document, in the patient's medical record or office log, the publication
date of the VIS and the date it was given to the patient. Note that medical records/charts should
be documented and retained in accordance with applicable state laws and regulations. If vaccine
was not administered, record the reason(s) for non-receipt of the vaccine (e.g., medical
contraindication, patient refusal). Offer the vaccine to the patient at the next visit.
Personal immunization record card: Record the date of vaccination and the name/location of the
administering clinic.

Immunization Information System (lIS) or “registry”: Report the vaccination to the

appropriate state/local IIS, if available.

7. Be Prepared to Manage Medical Emergencies

Be prepared for management of a medical emergency related to the administration of vaccine by
having a written emergency medical protocol available, as well as equipment and medications. For
IAC’s “Medical Management of Vaccine Reactions in Children and Teens,” go to
www.immunize.org/catg.d/p3082a.pdf. For “Medical Management of Vaccine Reactions in Adult
Patients,” go to www.immunize.org/catg.d/p3082.pdf. To prevent syncope, vaccinate patients while
they are seated or lying down and consider observing them for 15 minutes after receipt of the
vaccine.

8. Report Adverse Events to VAERS

Report all adverse events following the administration of Hib vaccine to the federal Vaccine
Adverse Event Reporting System (VAERS). To submit a VAERS report online (preferred) or to
download a writable PDF form, go to https://vaers.hhs.gov/reportevent.html. Further assistance is
available at (800) 822-7967.
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STANDING ORDER FOR
Haemophilus influenzae Type b (Hib) Tetanus Toxoid Conjugate Vaccine - HIBERIX®

Purpose
¢ To reduce mortality from tetanus and Haemophilous Influenzae Type b for children 6 weeks
through 4 years old who meet the criteria established by the Centers for Disease Control and
Prevention’s Advisory Committee on Immunization Practices (ACIP).

Policy

¢ Where allowed by state law, standing orders enable eligible nurses and other healthcare
professionals (e.g., pharmacists) to assess the need for and vaccinate children and teens who
meet any of the criteria below.

¢ Review the package insert prior to administration and confirm storage and handling
guidance

Procedure
o A4-dose series (0.5-mL each) given by intramuscular injection

o Primary series: One dose each at 2, 4, and 6 months of age. The first dose
may be given as early as 6 weeks of age.

o Booster: One dose at 15 through 18 months of age

Screen for Contraindications and Precautions

¢ Contraindications
o Severe allergic reaction (e.g., anaphylaxis) after a previous dose of any
H. influenzae type b- or tetanus toxoid-containing vaccine or any component
of HIBERIX

¢ Precautions

o If Guillain-Barré syndrome has occurred within 6 weeks of receipt of a
prior vaccine containing tetanus toxoid, the decision to give HIBERIX
should be based on potential benefits and risks.

o Syncope (fainting) can occur in association with administration of
injectable vaccines, including HIBERIX. Procedures should be in place to
avoid falling injury and to restore cerebral perfusion following syncope.

o Apnea following intramuscular vaccination has been observed in some
infants born prematurely. Decisions about when to administer an
intramuscular vaccine, including HIBERIX, to infants born prematurely
should be based on consideration of the individual infant’'s medical status,
and the potential benefits and possible risks of vaccination.
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Provide Vaccine Information Statements

« Provide all patients (or, in the case of minors, their parent, or legal representative) with a
copy of the most current federal Vaccine Information Statement (VIS). Provide non-English
speaking patients with a copy of the VIS in their native language, if one is available and
desired; these can be found at www.immunize.org/vis. (For information about how to
document that the VIS was given, see section 6 titled “Document Vaccination.”)

Indications and Usage

¢ HIBERIX s indicated for active immunization for the prevention of invasive disease caused by
Haemophilus influenzae (H. influenzae) type b. HIBERIX is approved for use in children aged
6 weeks through 4 years (prior to fifth birthday)

Recommended Schedule

¢ HIBERIXis recommended for children aged 2 months through 4 years of age
(prior to fifth birthday). HIBERIX is administered as a 4-dose series.
o Primary series (3 doses): One dose each at 2, 4, and 6 months of
age.
o Booster dose: One dose administered at 15 through 18 months of age.
¢ HIBERIX and other Hib conjugate vaccines can be administered as early as 6 weeks
of age, in accordance with Hib vaccination schedules for routine and catch-up
immunization.
e Licensed monovalent Hib conjugate vaccines are considered interchangeable for the
primary as well as the booster doses (dose 3 or 4, depending on vaccine type used for
primary series), http://www.cdc.gov/mmwr/preview/mmwrhtml/rr6301a1.htm.

Dosage and Route

¢ Administer HIBERIX vaccine 0.5 mL intramuscularly (IM) after reconstitution.

Anatomical Site

¢ The preferred sites are the anterolateral aspects of the thigh or into the deltoid muscle.

e Thevaccine should not be injected into the gluteal area or areas where there is
a major nerve trunk.

Age Needle Length and Gauge Preferred Site
Infants Ages 2-3 22-25 Gauge/1 Inch Vastus Lateralis Muscle of
Anterolateral Thigh
Toddler 1-2 years 22-25 gauge/ 1-1.25 inch Vastus Lateralis Muscle of
Anterolateral Thigh (Preferred)
Children 3-4 22-25 Gauge/1 Inch Deltoid muscle of arm (Preferred)

Document Vaccination
¢ Document each patient’s vaccine administration information and follow-up in the following
places:
o Medical record:

» Record the date the vaccine was administered, the manufacturer and lot number,
the vaccination site and route, and the name and title of the person administering
the vaccine. You must also document, in the patient’'s medical record or office
log, the publication date of the VIS and the date it was given to the patient. Note
that medical records/charts should be documented and retained in accordance
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with applicable state laws and regulations. If vaccine was not administered,
record the reason(s) for non-receipt of the vaccine (e.g., medical contra-
indication, patient refusal). Discuss the need for vaccine with the patient at the
next visit.
o Personal immunization record card:
» Record the date of vaccination and the name/location of the administering clinic.
o Immunization Information System (IIS) or “registry”:
= Report the vaccination to the appropriate state/local IS, if available.

Be Prepared to Manage Medical Emergencies

e Be prepared for management of a medical emergency related to the administration of vaccine
by having a written emergency medical protocol available, as well as equipment and
medications. For IAC’s “Medical Management of Vaccine Reactions in Adult Patients in a
Community Setting,” go to www.immunize.org/catg.d/p3082.pdf. For “Medical Management of
Vaccine Reactions in Children and Teens in a Community Setting,” go to
www.immunize.org/catg.d/p3082a.pdf.

¢ Toprevent syncope, vaccinate patients while they are seated or lying down and consider
observing them for 15 minutes after receipt of the vaccine.

Report Adverse Events to VAERS

¢ Report all adverse events following the administration of Hepatitis A vaccine to the federal
Vaccine Adverse Event Reporting System (VAERS). To submit a VAERS report online
(preferred) or to download a writable PDF form, go to https://vaers.hhs.gov/reportevent.html.
Further assistance is available at (800) 822-7967.
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Standing Orders For

Administering Haemophilus Influenzae Type B Vaccine to Adults

Purpose

¢ Toreduce morbidity and mortality from Haemophilus influenzae type B disease by vaccinating all
adults who meet the criteria established by the Centers for Disease Control and Prevention’s
Advisory Committee on Immunization Practices (ACIP).

Policy
e Where allowed by state law, standing orders enable eligible nurses and other healthcare
professionals (e.g., pharmacists) to assess the need for and vaccinate adults who meet any of
the criteria below.

Procedure

¢ Assess adults in need of vaccination against Hib disease based on the following
criteria:

o Diagnosis of anatomic or functional asplenia (e.qg., sickle cell disease) and no prior
documented history of Hib vaccination

o Planning an elective splenectomy and no prior documented history of Hib vaccination
o Recipient of hematopoietic stem cell transplant
Screen for contraindications and precautions

o Contraindication

o Do not give Hib vaccine to an adult who has experienced a serious systemic or
anaphylactic reaction to a prior dose of Hib vaccine or to any of its components. For
information on vaccine components, refer to the manufacturers’ package insert
(www.immunize.org/packageinserts) or go to
www.cdc.gov/vaccines/pubs/pinkbook/downloads/ appendices/B/excipient-table-2.pdf.

e Precaution
o Moderate or severe acute iliness with or without fever

Provide Vaccine Information Statements

¢ Provide all adult patients with a copy of the most current federal Vaccine Information Statement
(VIS). Provide non-English speaking patients with a copy of the VIS in their native language, if
one is available and desired; these can be found at www.immunize.org/vis. (For information about
how to document that the VIS was given, see section 6 titled “Document Vaccination.”)
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Prepare to Administer Vaccine

Choose the needle gauge, needle length, and injection site according to the following chart:

GENDER and Weight of Patient gzzcg: Needle Length Injection Site
Female or male less than 130 Ibs. 22-25 58*—1" Deltoid muscle of arm
Female or male 130-152 Ibs. 22-25 1" Deltoid muscle of arm
Female 153—-200 Ibs. 22-25 1-11/2" Deltoid muscle of arm
Male 153—-260 Ibs. 22-25 1-11/2" Deltoid muscle of arm
Female 200+ Ibs. 22-25 11/2" Deltoid muscle of arm
Male 260+ Ibs. 22-25 11/2" Deltoid muscle of arm

* Preferred site.

** A 5/8” needle may be used for IM injection in the deltoid muscle only if the skin is
stretched tight, the subcutaneous tissue is not bunched, and the injection is made at a
90-degree angle.

Administer Hib Vaccine

0.5 mL, via the intramuscular (IM) route, according to the following tables:

MEDICAL CONDITION HIB VACCINE GUIDANCE
Elective splenectomy If unvaccinated, give 1 dose at least 14 days before
splenectomy
Functional or anatomic asplenia If unvaccinated, give 1 dose.
Recipients of hematopoietic stem Administer 3 doses in at least 4-week intervals 6—12 months
cell transplant after transplant, regardless of Hib vaccine history.

Document Vaccination

¢ Document each patient’s vaccine administration information and follow-up in the following

places:
O

0]

Medical record: Record the date the vaccine was administered, the manufacturer and
lot number, the vaccination site and route, and the name and title of the person
administering the vaccine. You must also document, in the patient’'s medical record or
office log, the publication date of the VIS and the date it was given to the patient. Note
that medical records/charts should be documented and retained in accordance with
applicable state laws and regulations. If vaccine was not administered, record the
reason(s) for non-receipt of the vaccine (e.g., medical contraindication, patient refusal).
Offer the vaccine to the patient at the next visit.

Personal immunization record card: Record the date of vaccination and the
name/location of the administering clinic.

Immunization Informatjon System (IIS) or “registry”: Report the vaccination to the
appropriate state/local IIS, if availablé.

Be Prepared to Manage Medical Emergencies

o Be prepared for management of a medical emergency related to the administration of vaccine
by having a written emergency medical protocol available, as well as equipment and
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medications. For “Medical Management of Vaccine Reactions in Adult Patients,” go to
www.immunize.org/catg.d/p.3082.pdf. For IAC’s “Medical Management of Vaccine Reactions
in Children and Teens,” go to www.immunize.org/catg.d/p3082a.pdf. To prevent syncope,
vaccinate patients while they are seated or lying down and consider observing them for 15
minutes after receipt of the vaccine.

Report Adverse Events to VAERS
¢ Report all adverse events following the administration of Hib vaccine to the federal Vaccine
Adverse Event Reporting System (VAERS). To submit a VAERS report online (preferred) or to
download a writable PDF form, go to https://vaers.hhs.gov/reportevent.html. Further assistance
is available at (800) 822-7967.
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STANDING ORDERS FOR

Administering Human Papillomavirus Vaccine to Children and Teens

Purpose

To reduce morbidity and mortality from human papillomavirus (HPV) infection by vaccinating all
children and teens who meet the criteria established by the Centers for Disease Control and
Prevention’s Advisory Committee on Immunization Practices (ACIP).

Policy

Where allowed by state law, standing orders enable eligible nurses and other healthcare
professionals (e.g., pharmacists) to assess the need for and vaccinate children and teens who
meet any of the criteria below.

Procedure

1. Assess children and teens for need of vaccination against human papillomavirus infection
based on the following criteria:
¢ Age 11 years and older who have not completed an HPV vaccination series
¢ Age 9 years and older with any history of sexual abuse or assault
¢ Age 9 through 10 years, without a specific risk factor, whose parent/guardian wishes to

have them vaccinated

2. Screen for contraindications and precautions

Contraindication

Do not give HPV vaccine to an child or teen who has experienced a serious systemic or
anaphylactic reaction to a prior dose of HPV vaccine or to any of its components (e.g., yeast).
For information on vaccine components, refer to the manufacturers’ package insert
(www.immunize.org/fda) or go to

www.cdc.gov/vaccines/pubs/pinkbook/downloads/appendices/B/excipient-table-2.pdf.

Precaution

¢ Moderate or severe acute illness with or without fever

¢ Pregnancy; delay vaccination until after completion of the pregnancy

3 Provide Vaccine Information Statements

Provide all patients (or, in the case of minors, their parent, or legal representative) with a copy of
the most current federal Vaccine Information Statement (VIS). Provide non-English speaking
patients with a copy of the VIS in their native language, if one is available and desired; these can
be found at www.immunize.org/vis. (For information about how to document that the VIS was

given, see section 6 titled “Document Vaccination.”)

4 Prepare to Administer Vaccine
Choose the needle gauge, needle length, and injection site according to the following chart:

AGE OF NEEDLE NEEDLE INJECTION SITE

INFANT/CHILD GAUGE LENGTH

9 through 10 years 2225 581" Deltoid muscle of arm*
1-17%" Anterolateral thigh muscle

11 through 18 years 2225 581" Deltoid muscle of arm*
1-1%° Anterolateral thigh muscle

* Preferred site.
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**A 5/8” needle may be used for children for IM injection in the deltoid muscle only if
the skin is stretched tight, the subcutaneous tissue is not bunched, and the
injection is made at a 90-degree angle.

5. Administer HPV vaccine, 0.5 mL, via the intramuscular (IM) route, according to the
following tables: Schedule for routine vaccination

Page 2 of 4

SCHEDULE

Two doses, 6—12 months apart?

AGE WHEN
FIRST DOSEIS
TYPE OF VACCINE ADMINISTERED DOSE
9through 14 years | 0.5 mL
HPV (Gardasil
9)

15 years or older 0.5mL

Three doses at0, 1-2, and 6
months

Note: For individuals who failed to complete either the 2-dose or 3-dose schedule as
stated above, do not start over. Simply follow the schedule shown below.

Schedule for catch-up vaccination

HISTORY OF PREVIOUS HPV
VACCINATION

SCHEDULE FOR ADMINISTRATION OF HPV

VACCINE

0 documented doses, or none known

Follow schedule as per above table.

1 previous dose when younger than age

Give dose #2 with minimum interval of 5 months?

2 previous doses given less than 5
months apart and dose #1 given when
younger than age 15 years

Give dose #3 with minimum interval of 12 weeks
after dose #2 and at least 5 months after dose #1.

1 previous dose when age 15 or older

Give dose #2 at least 4 weeks after dose #1, then
dose #3 at least 12 weeks after dose #2 and at least 5

months after dose #1.

give

2 previous doses when age 15 or older

Give dose #3 at least 12 weeks after dose #2
and at least 5 months after dose #1.

"Only two doses are recommended for anyone who begins the schedule before the 15th birthday,

regardless of age at series completion.

2lmmunocompromised persons, including those with HIV infection, should receive a 3-dose series
at 0, 1-2, and 6 months, regardless of age at vaccine initiation.

6. Document Vaccination

Document each patient’s vaccine administration information and follow-up in the following places:
Medical record: Record the date the vaccine was administered, the manufacturer and lot number, the
vaccination site and route, and the name and title of the person administering the vaccine. You must
also document, in the patient's medical record or office log, the publication date of the VIS and the
date it was given to the patient. Note that medical records/charts should be documented and retained
in accordance with applicable state laws and regulations. If vaccine was not administered, record the
reason(s) for non-receipt of the vaccine (e.g., medical contraindication, patient refusal). Discuss the
need for vaccine with the patient (or, in the case of a minor, their parent or legal representative) at the
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next visit.
Personal immunization record card: Record the date of vaccination and the name/location of
the administering clinic.

Immunization Information System (lIS) or “registry”: Report the vaccination to the appropriate
state or local IIS, if available.

7. Be Prepared to Manage Medical Emergencies

Be prepared for management of a medical emergency related to the administration of vaccine by having
a written emergency medical protocol available, as well as equipment and medications. For IAC’s
“Medical Management of Vaccine Reactions in Children and Teens,” go to
www.immunize.org/catg.d/p3082a.pdf. For “Medical Management of Vaccine Reactions in Adult
Patients,” go to www.immunize.org/catg.d/p3082.pdf. To prevent syncope, vaccinate patients while they
are seated or lying down and consider observing them for 15 minutes after receipt of the vaccine.

8. Report Adverse Events to VAERS

Report all adverse events following the administration of HPV vaccine to the federal Vaccine Adverse
Event Reporting System (VAERS). To submit a VAERS report online (preferred) or to download a writable
PDF form, go to https://www.vaers.hhs.gov/reportevent.html. Further assistance is available at

(800) 822-7967.
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Purpose

Policy

Procedure

STANDING ORDERS FOR

Administering Human Papillomavirus Vaccine to Adults

To reduce morbidity and mortality from human papillomavirus (HPV) infection by vaccinating
all adults who meet the criteria established by the Centers for Disease Control and
Prevention’s Advisory Committee on Immunization Practices (ACIP).

Where allowed by state law, standing orders enable eligible nurses and other healthcare
professionals (e.g., pharmacists) to assess the need for and vaccinate adults who meet any of
the criteria below.

1. Assess adults for need of vaccination against human papillomavirus infection based on the following

criteria:

o Adults, age 26 years or younger

e Adults, age 27 through 45 years, based on shared clinical decision making. (Note:
Although many adults ages 27-45 years have prior exposures to 1 or more HPV types, most have not
been exposed to all 9 HPV types that are contained in the vaccine. Also, at any age, having a new sex
partner is a risk factor for being exposed to a new HPV infection.)

2. Screen for contraindications and

precautions Contraindication

Do not give HPV vaccine to an adult who has experienced a serious systemic or anaphylactic
reaction to a prior dose of HPV vaccine or to any of its components (e.g., yeast). For
information on vaccine components, refer to the manufacturers’ package insert
(www.immunize.org/fda), or go to
www.cdc.gov/vaccines/pubs/pinkbook/downloads/appendices/B/excipient-table-2.pdf or
www.fda.gov/vaccines-blood-biologics/vaccines/vaccines-licensed-

use-united-states. Precaution

o Moderate or severe acute illness with or without fever
« Pregnancy; delay vaccination until after completion of the pregnancy

3. Provide Vaccine Information Statements

Provide all patients with a copy of the most current federal Vaccine Information Statement

(VIS). Provide non-English speaking patients with a copy of the VIS in their native language, if
one is available and desired; these can be found at www.immunize.org/vis. (For information
about how to document that the VIS was given, see section 6 titled "Document Vaccination.”)

4. Prepare to Administer Vaccine

Choose the needle gauge, needle length, and injection site according to the following chart:

GENDER AND WEIGHT NEEDLE NEEDLE

OF PATIENT GAUGE LENGTH INJECTION SITE

Female or male less than * _qn Deltoid muscle of
30 Ibs 22-25 5/8'-1 arm
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IILeSmaIe or male 130-152 2225 1 Deltoid ;ranrﬁqsde of
Female 153-200 Ibs 22-25 1-11/2" Deltoid g‘rgfde of
Male 153-260 Ibs 22-25 1-11/2" Deltoid muscie of
Female 200+ Ibs 22-25 11/2" Deitoid muscle of
Male 260+ Ibs 22-25 11/2" Deltoid (_r;:ﬁqscle of

kg) for IM injection in the deltoid muscle only if the skin is stretched
tight, the subcutaneous tissue is not bunched, and the injection is
made at a 90° angle to the skin.

*A 5%18" needle may be used in E)atients weighing less than 130 Ibs (<60

5. Administer HPV vaccine, 0.5 mL, via the intramuscular (IM) route, according to the following table:

HISTORY OF PREVIOUS HPV SCHEDULE FOR ADMINISTRATION OF HPV
VACCINATION' VACCINE

0 documented doses, or none known Give 3 doses at 0, 1-2, and 6 months.
1 previous dose given before 15th birthday c?(')\ézg %S;Z ﬁd?é;?:gfz‘r’ months after dose #1; no further
1 previous dose given at 15 years or older Give the 2nd dose 1-2 months (minimum of 4 weeks)

after dose #1, then give the 3rd dose 6 months after
dose 1 (minimum of 12 weeks after dose #2 and at
least 5 months after dose #1).

2 previous doses with dose #1 given before | No further doses are indicated.?
15th birth- day and dose #2 given at least 5
months after dose #1

1 previous dose given before 15th birthday No further doses are indicated.?
and dose #2 given 5 months later, after
15th birthday

2 previous doses given at 15 years or older Give the 3rd dose 6 months after dose #1 (minimum of
12 weeks after dose #2 and at least 5 months after
dose #1).

1. All previously administered doses of HPV vaccine (regardless of brand) count as valid doses if given

at appropriate intervals.

2. Immunocompromised persons, including those with HIV infection, should receive a 3-dose schedule at 0,
1-2, and 6 months, regardless of age at vaccine initiation.

6. Document Vaccination
Document each patient’s vaccine administration information and follow-up in the following places:
Medical record: Record the date the vaccine was administered, the manufacturer and lot number, the
vaccination site and route, and the name and title of the person administering the vaccine. You must also
document, in the patient’s medical record or office log, the publication date of the VIS and the date it was
given to the patient. If vaccine was not administered, record the reason(s) for non-receipt of the vaccine
(e.g., medical contraindication, patient refusal). Discuss the need for vaccine with the patient at the next
visit.
Personal immunization record card: Record the date of vaccination and the name/location of the
administering clinic.
Immunization Information System (lIS) or “registry”: Report the vaccination to the appropriate
state/local 1S, if available.

7. Be Prepared to Manage Medical Emergencies
Be prepared for management of a medical emergency related to the administration of vaccine by having a



written emergency medical protocol available, as well as equipment and medications. For IAC’s “Medical
Management of Vaccine Reactions in Adult Patients in a Community Setting,” go to
www.immunize.org/catg.d/p3082.pdf. To prevent syncope, vaccinate patients while they are seated or lying
down and consider observing them for 15 minutes after receipt of the vaccine.

. Report Adverse Events to VAERS

Report all adverse events following the administration of HPV vaccine to the federal Vaccine Adverse
Event Reporting System (VAERS). To submit a VAERS report online (preferred) or to download a writable
PDF form, go to https://vaers.hhs.gov/reportevent.html. Further assistance is available at (800) 822-7967.
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Administering Influenza Vaccine to Adults 18 years and older

Purpose

To reduce morbidity and mortality from influenza by vaccinating all adults who meet the criteria established by the
Centers for Disease Control and Prevention’s Advisory Committee on Immunization Practices.

Policy
Where allowed by state law, standing orders enable eligible nurses, pharmacists, and other healthcare
professionals to assess the need for vaccination and to vaccinate adults who meet any of the criteria below.
Procedure

e Assess Adults for Need of Vaccination against Influenza

e All adults 18 years and older are recommended to receive influenza vaccination each year.

e Adults age 65 and older should preferentially receive any one of the following higher dose or
adjuvanted influenza vaccines: quadrivalent high-dose inactivated influenza vaccine (HD-11V4),
quadrivalent recombinant influenza vaccine (RIV4), or quadrivalent adjuvanted IIV (allV4, Fluad).

If none of these three vaccines is available, then any other age-appropriate influenza vaccine should
be used.

e Adults who are or will be pregnant during the influenza season. Administer any recommended, age-
appropriate quadrivalent IV (11V4) or RIV4 to pregnant people in any trimester.

» Adults who do not recall whether they received influenza vaccine in the current vaccination season
should be vaccinated.

e Adults who recently received or are planning to receive COVID-19 vaccine may be administered influenza
vaccine either simultaneously (on the same day, at separate anatomic sites) or at any time before or after
COVID-19 vaccine. Interim clinical considerations and detailed current guidance for the use of COVID-
19 vaccines are available at www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-
us.html. Information on coadministration of all vaccines can be found at www.cdc.gov/vaccines/hcp/acip-
recs/general-recs/timing.html and information on giving 2 or more intramuscular vaccines can be found at
https://www.immunize.org/catg.d/p2030.pdf

e Screen for Contraindications and Precautions
o Contraindications for use of all influenza vaccines

» Do not give any egg-based IIV4 to a person who has experienced a serious systemic or
anaphylactic reaction to any component of the vaccine (except egg), or to a prior dose of any
influenza vaccine (i.e., egg-based IV, cell culture-based IIV [ccllV], RIV, or live attenuated
influenza vaccine [LAIV]).

» Do not give ccllV4 to a person who has experienced a serious systemic or anaphylactic reaction to
any component of ccllV4 or to a prior dose of any ccllV.

» Do not give any RIV4 to a person who has experienced a serious systemic or anaphylactic
reaction to any component of RIV4 or to a prior dose of any RIV.

» Do not give any LAIV4 to a person who has experienced a serious systemic or anaphylactic
reaction to any component of LAIV4 or to a prior dose of any influenza vaccine (egg-based
IV, ccllV, RIV, or LAIV).

» For alist of vaccine components, refer to the manufacturer’s package insert
(www.immunize.org/fda) or go to www.fda.gov/vaccines-blood-
biologics/vaccines/vaccines-licensed-use-united-states.

o Additional contraindications for use of LAIV4 only
= Do not give LAIV4 to a person who:
* is pregnant
* has functional or anatomic asplenia, cochlear implant, or is immunocompromised due to
any cause (including immunosuppression caused by medications or HIV infection)
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* has active communication between CSF and the oropharynx, nose, or ear or any other cranial
CSF leak

* is age 50 years or older

* received influenza antivirals before scheduled vaccination (zanamivir or oseltamivir within
48 hours; peramivir within 5 days; baloxavir within 17 days). If any of these antiviral drugs
are taken within 14 days after LAIV4, revaccinate with 11V4 or RIV4.

* is a close contact for a severely immunosuppressed person who requires a protected environment

 Precautions for use of all influenza vaccines
» Moderate or severe acute illness with or without fever
* History of Guillain-Barré syndrome within 6 weeks of a previous influenza vaccination

o Precautions for use of ccllV4 and RIV4
+ History of a serious systemic or anaphylactic reaction to a previous dose of any egg-based
IV, LAIV, or RIV is a precaution to use of ccllV4.
+ History of a serious systemic or anaphylactic reaction to a previous dose of any egg-based 11V,
ccllV, or LAIV, is a precaution to use of RIV4.

Influenza vaccine contraindications and precautions for persons with a history of serious systemic or anaphylactic reaction
to a previous dose of an influenza vaccine are summarized in the table below.

Available 2022-23 Influenza Vaccines

Vaccine Associated with
Previous Serious or Egg-Based IlVds cciiv4 RIV4

Anaphylactic Reaction And LAIV4

Any egg-based IIV or LAIV Contraindication Precaution* Precaution*
Any ccllV Contraindication Contraindication Precaution*
Any RIV Contraindication Precaution Contraindication
Unknown influenza vaccine Allergist consultation recommended

* Use of ccllV4 and RIV4 in such instances should occur in an inpatient or outpatient medical setting under the supervision of a healthcare provider (HCP)
who can recognize and manage severe allergic reaction. HCPs may consider consulting with an allergist to help identify the vaccine component
responsible for the reaction.

e Precautions for use of LAIV4 only
* Asthma
+ Other chronic medical conditions that might predispose the person to complications of
influenza infection (e.g., other chronic pulmonary, cardiovascular [excluding isolated
hypertension], renal, hepatic, neurologic, hematologic, or metabolic disorders [including
diabetes mellitus])

Note regarding egg allergy: People with egg allergy of any severity can receive any recommended and age-
appropriate influenza vaccine (i.e., any 1IV4, RIV4, or LAIV4) that is otherwise appropriate for their health status. Most
influenza vaccines (except RIV4 and cell-cultured 11\V/4) are egg-cultured and may have trace amounts of egg protein. If
a vaccine other than ccllV4 or RIV4 is used, people with a history of severe allergic reaction to egg involving any symptom
other than hives (e.g., angioedema or swelling, respiratory distress, lightheadedness, or recurrent emesis), or who
required epinephrine or another emergency medical intervention, the selected vaccine should be administered in a
medical setting (e.qg., health department or physician office).

Vaccine administration should be supervised by a healthcare provider who is able to recognize and manage severe
allergic reactions.

e Provide Vaccine Information Statements

e Provide all patients with a copy of the most current federal Vaccine Information Statement (VIS).
Provide non- English-speaking patients with a copy of the VIS in their native language, if one is available
and desired; these can be found at https://www.immunize.org/vis/ (For information about how to
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document that the VIS was given, see section 6 titled “Document Vaccination.”)

e Prepare to Administer Vaccine

For vaccine that is to be administered intramuscularly, choose the needle gauge, needle length, and injection site

according to the following chart:

Gender And Weight of Needle Needle Injection Site
Patient Gauge Length

Female or male less than 130 Ibs 22-25 set_qn Deltoid muscle of arm
Female or male 130-152 Ibs 22-25 1" Deltoid muscle of arm
Female 153-200 Ibs 22-25 1-174" Deltoid muscle of arm
Male 153-260 Ibs 22-25 1-1%" Deltoid muscle of arm
Female 200+ Ibs 22-25 1% Deltoid muscle of arm
Male 260+ Ibs 22-25 1%" Deltoid muscle of arm
Female or male, any weight 22-25 1% Anterolateral thigh muscle

T A58" needle may be used in patients weighing less than 130 Ibs (<60 kg) for IM injection in the deltoid muscle only if the skin is stretched tight, the
subcutaneous tissue is not bunched, and the injection is made at a 90-degree angle to the skin.

For LAIV, which is administered intranasally, prepare the vaccine according to directions in the package insert.

Administer Influenza Vaccine to adults according to the criteria and guidance in the table below:

Type Of Vaccine Vaccine Name |Adult Dose Route Instructionst
Age
Group
Inactivated influenza *Afluria-Quad All adults 0.5mL Intramuscular Administer vaccine in
vaccine (11V4) *Flurix-Quad (IM) deltoid muscle.
*FluLaval-Quad
*Fluzone Quad
[V4-high dose FluzoneHD-Quad 65 years and 0.7mL Intramuscular Administer vaccine in
(preferred age 65+) older (IM) deltoid muscle.
Adjuvanted inactivated Fluad-Quad 65 years and 0.5mL Intramuscular Administer vaccine in
influenza vaccineT (allV4) older (IM) deltoid muscle.
(preferred age 65+5)
Recombinant influenza |Flubloc-Quad 18years and 0.5mL Intramuscular Administer vaccine in
vaccine (RIV4) (preferred older (IM) deltoid muscle.
age 65+8)
Cell Culture-based 11V4 *Flucelvax-quad All adults 0.5mL Intramuscular Administer vaccine in
(ccllvV4) (IM) deltoid muscle.
Live attenuated influenza |*FluMist Healthy, 0.2mL (0.1 ML |intranasal spray | Spray half of vaccine
vaccine (LAIV4) younger than into each (NAS) into each nostril while
age 50 years nostril) the patient is in an
(except if upright position.
pregnant)

TFor complete instructions on how to administer influenza vaccine, see “How to Administer Intramuscular and Intranasal Influenza Vaccines” at

www.immunize.org/catg.d/p2024.pdf .

§ Adults age 65 and older should receive an adjuvanted (allV4) or higher dose (IIV4-HD or IV4) influenza vaccine. If none is available, any age-

appropriate influenza vaccine may be used.

1 Because of the limited data on the safety of simultaneous administration of two or more vaccines containing nonaluminum adjuvants (i.e., Fluad,
Heplisav-B, Shingrix) and the availability of nonadjuvanted influenza vaccine options, selection of a nonadjuvanted influenza vaccine may be considered
in situations in which influenza vaccine and another vaccine containing a nonaluminum adjuvant are to be administered concomitantly. However,
vaccination should not be delayed if a specific product is not available.

*Vaccines provided via 317
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e Document Vaccination
e Document each patient’s vaccine administration information and follow up in the following places:

e Medical record: Record the date the vaccine was administered, the manufacturer and lot number, the
vaccination site and route, and the name and address and, if appropriate, the title of the person
administering the vaccine. You must also document, in the patient's medical record or office log, the
publication date of the VIS and the date it was given to the patient. Note that medical records/charts
should be documented and retained in accordance with applicable state laws and regulations. If vaccine
was not administered, record the reason(s) for non-receipt of the vaccine (e.g., medical contraindication,
patient refusal); discuss the need for vaccine with the patient (or, in the case of a minor, their parent or
legal representative) at the next visit.

e Personal immunization record card: Record the date of vaccination and the name/location of the
administering clinic.

e Immunization Information System (lIS) or “registry”: Report the vaccination to the appropriate state/local IIS.

e Be Prepared to Manage Medical Emergencies

e Be prepared for management of a medical emergency related to the administration of vaccine by having
a written emergency medical protocol available, as well as equipment and medications. Report All Adverse
Events to VAERS

e Report all adverse events following the administration of influenza vaccine to the federal Vaccine
Adverse Event Reporting System (VAERS). To submit a VAERS report online (preferred) or to download a
writable PDF form, go to https://vaers.hhs.gov/reportevent.html. Further assistance is available at (800)
822-7967.
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Administering Influenza Vaccine to Children and Adolescent

Purpose

To reduce morbidity and mortality from influenza by vaccinating all children and adolescents who meet the criteria
established by the Centers for Disease Control and Prevention’s Advisory Committee on Immunization Practices
(ACIP).

Policy

Where allowed by state law, standing orders enable eligible nurses, pharmacists, and other healthcare
professionals to assess the need for vaccination and to vaccinate children and adolescents who meet any of the
criteria below.

Procedure
e Assess Children and Adolescents for Need of Vaccination against Influenza

» All people 6 months of age and older are recommended to receive influenza vaccination each year.

e A second dose of influenza vaccine is recommended 4 weeks or more after the first dose for children
age 6 months through 8 years if they have not or don’t know if they have received 2 doses in prior
years (not necessarily in the same season).

e Asecond dose is needed for a 9-year-old child who received one dose in the current season when they
were age 8 years, if they have not or don’t know if they have received 2 doses in prior years.

e Children and teens who recently received or are planning to receive COVID-19 vaccine may be
administered influenza vaccine either simultaneously (on the same day) or at any time before or after
COVID-19 vaccine. Interim clinical considerations and detailed current guidance for the use of COVID-
19 vaccines are available at www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-
vaccines-us.html Information on coadministration of all vaccines can be found at
www.cdc.gov/vaccines/hcp/acip-recs/general-recs/timing.html.

e Screen for Contraindications and Precautions

e Contraindications for use of all influenza vaccines

» Do not give any egg-based inactivated influenza vaccine (lIV4) to a child or teen who has
experienced a serious systemic or anaphylactic reaction to any component of the vaccine
(except egg), or to a prior dose of any influenza vaccine (i.e., egg-based 11V, cell culture-based
[IV [ccllV], recombinant influenza vaccine [RIV], or live attenuated influenza vaccine [LAIV]).

» Do not give ccllV4 to a child or teen who has experienced a serious systemic or
anaphylactic reaction to any component of ccllV4 or to a prior dose of any ccllV.

* Do not give any RIV4 to a teen age 18 years or older who has experienced a serious
systemic or anaphylactic reaction to any component of RIV4 or to a prior dose of RIV.

* Do not give any LAIV4 to a child or teen who has experienced a serious systemic or
anaphylactic reaction to any component of LAIV4 or to a prior dose of any influenza
vaccine (egg-based 11V, ccllV, RIV, or LAIV).

» For alist of vaccine components, refer to the manufacturer’'s package insert
(www.immunize.org/fda) or go to www.fda.gov/vaccines-blood-
biologics/vaccines/vaccines-licensed-use-united-states .

e Additional contraindications for use of LAIV only
o Do not give LAIV4 to a child or adolescent who

* is pregnant

* is age 2 through 4 years who has received a diagnosis of asthma or who has
experienced wheezing or asthma within the past 12 months, based on a
healthcare provider’'s statement or medical record

* has functional or anatomic asplenia, or a cochlear implant

* has active communication between CSF and the oropharynx, nose, or ear or any
other cranial CSF leak
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* is immunocompromised due to any cause (including immunosuppression caused by
medications or HIV infection)

* is age 6 months through 17 years and is receiving aspirin- or salicylate-containing
medicine

* received influenza antivirals before scheduled vaccination (zanamivir or
oseltamivir within 48 hours; peramivir within 5 days; baloxavir within 17 days). If
any of these antiviral drugs are taken within 14 days after LAIV4, revaccinate
with [IV4 or RIV4.

* is a close contact of a severely immunosuppressed person who requires a protected
environment

¢ Precautions for use of all influenza vaccines
» Moderate or severe acute illness with or without fever
+ History of Guillain-Barré syndrome within 6 weeks of a previous influenza vaccination

e Precautions for use of ccllV and RIV
+ History of a serious systemic or anaphylactic reaction to a previous dose of any egg-based
IV, LAIV, or RIV is a precaution to use of ccllV4.
* History of a serious systemic or anaphylactic reaction to a previous dose of any egg-based IV,
ccllV, or LAIV, is a precaution to use of RIV4.

Influenza vaccine contraindications and precautions for children and teens with a history of serious systemic or
anaphylactic reaction to a previous dose of an influenza vaccine are summarized in the table below.

Available 2022-23 Influenza Vaccines
Vaccine Associated with
Previous Serious or EggLfla\\Is:d IIV4s and cciiv4 RIV4
Anaphylactic Reaction
Any Egg-Based IIV Or LAIV Contraindication Precaution* Precaution*
Any ccllV Contraindication Contraindication Precaution
Any RIV Contraindication Precaution* Contraindication
Unknown Influenza Vaccine Allergist Consultation Recommended

* Use of ccllV4 and RIV4 in such instances should occur in an inpatient or outpatient medical setting under the
supervision of a healthcare provider (HCP) who can recognize and manage severe allergic reaction. HCPs may
consider consulting with an allergist to help identify the vaccine component responsible for the reaction.

e Precautions for use of LAIV4 only
= Age 5 years or older with asthma
= Other chronic medical conditions that might predispose the person to complications of
influenza infection (e.g., other chronic pulmonary, cardiovascular [excluding isolated
hypertension], renal, hepatic, neurological/ neuromuscular, hematologic, or metabolic
disorders [including diabetes mellitus])

Note regarding patients with egg allergy: People with egg allergy of any severity can receive any
recommended and age-appropriate influenza vaccine (i.e., any 1IV4, RIV4, or LAIV4) that is otherwise appropriate for
their health status. Most influenza vaccines (except RIV4 and cell cultured 11V4) are egg cultured and may have trace
amounts of egg protein. If a vaccine other than ccllV4 or RIV4 is used, children and teens with a history of reactions to
egg involving any symptom other than hives (e.g., angioedema or swelling, respiratory distress, lightheadedness, or
recurrent emesis), or who required epinephrine or another emergency medical intervention, the selected vaccine should
be administered in a medical setting (e.g., health department or physician office).

Vaccine administration should be supervised by a healthcare provider who is able to recognize and manage severe
allergic conditions.

e Provide Vaccine Information Statements

e Provide all patients (or, in the case of minors, their parent, or legal representative) with a copy of the most
current federal Vaccine Information Statement (VIS). Provide non-English speaking patients with a copy of the
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VIS in their native language, if one is available and desired; these can be found at www.immunize.org/vis. (For
information about how to document that the VIS was given, see section 6 titled “Document Vaccination.”)

e Prepare to Administer Vaccine

For vaccine that is to be administered intramuscularly, choose the needle gauge, needle length, and injection site according to

the following chart:

Age of Child Needle Needle Injection Site
Gauge Length

Infants age 6 through 11 months 22-25 1" Anterolateral thigh muscle

Age 1 through 2 years 22-25 1-1%4" Anterolateral thigh musclet
58F_1" Deltoid muscle of arm

Age 3 through 10 years 22-25 58%t_1” Deltoid muscle of armt
1-1%a" Anterolateral thigh muscle

Age 11 years and older 22-25 58F_1" Deltoid muscle of armt
117" Anterolateral thigh muscle

T Preferred site.

1 A 5/8" needle may be used in patients weighing less than 130 Ibs (<60 kg) for IM injection in the deltoid
muscle only if the skin is stretched tight, the subcutaneous tissue is not bunched, and the injection is made

at a 90-degree angle to the skin.

For LAIV4, which is administered intranasally, prepare the vaccine according to directions in the package insert.

Administer Influenza Vaccine according to the age of patient and desired route of vaccination described below:

Type Of Vaccine Age Group| Dose Route Instructions §
Inactivated influenza vaccine | 6-35 months | Afluria: 0.25 mL Intramuscular Administer vaccine in
(IIV4) /Ellzgg;\()a%?or%LmL (IM) anterolateral thigh muscle;
E:e” culture based) alternatively, children age 12
luLaval: 0.5 mL through 35 months may re-
Fluzone: 0.25 or 0.5 ceive injection in deltoid
mL muscle.

Inactivated influenza vaccine | 3years 0.5mL Intramuscular Administer vaccine in deltoid
(v4) and older (Im) muscle or, alternatively, in
e Afluria anterolateral thigh muscle.

e  Fluarix
e Flucelvac-cell
cultured based
e FluLaval
e Fluzone
Recombinant influenza 18yearsand | 0.5mL Intramuscular Administer vaccine in deltoid
vaccine (RIV4)-Flubloc older (IM) muscle.
Live attenuated influenza Healthy, 0.2mL (0.1 mLinto |Intranasalspray | Spray half of vaccine into each
vaccine (LAIV4)-FluMist age 2 each nostril) (NAS) nostril while the patient is in an
years and upright position.
older (except
if pregnant)

Note: For children age 6 months through 8 years who 1) are receiving influenza vaccine for the first time, 2) have had fewer
than two prior doses of influenza vaccine in all previous years, or 3) don’t know their influenza vaccine history, administer
two doses separated by at least 4 weeks.

§ For complete instructions on how to administer influenza vaccine, see “How to Administer
Intramuscular and Intranasal Influenza Vaccines” at www.immunize.org/catg.d/p2024.pdf
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e Document Vaccination

o Document each patient’s vaccine administration information and follow up in the following places:

» Medical record: Record the date the vaccine was administered, the manufacturer and lot
number, the vaccination site and route, and the name and address and, if appropriate, the title of
the person administering the vaccine. You must also document, in the patient’s medical record or
office log, the publication date of the VIS and the date it was given to the patient (parent/legal
representative). Note that medical records/charts should be documented and retained in
accordance with applicable state laws and regulations. If vaccine was not administered, record
the  reason(s) for non-receipt of the vaccine (e.g., medical contraindication, patient refusal);
discuss the need for vaccine with the patient (or, in the case of a minor, their parent or legal
representative) at the next visit.

=  Personal immunization record card: Record the date of vaccination and the name/location of the
administering clinic.

= Immunization Information System (lIS) or “registry”: Report the vaccination to the appropriate
state/local IIS.

e Be Prepared to Manage Medical Emergencies

o Be prepared for management of a medical emergency related to the administration of vaccine by having
a written emergency medical protocol available, as well as equipment and medications. To prevent
syncope in older children, vaccinate patients while they are seated or lying down and consider
observing them for 15 minutes after receipt of the vaccine.

e Report All Adverse Events to VAERS

o Report all adverse events following the administration of influenza vaccine to the federal Vaccine
Adverse Event Reporting System (VAERS). To submit a VAERS report online (preferred) or to download a
writable PDF form, go to https://vaers.hhs.gov/reportevent.html. Further assistance is available at (800)
822-7967.
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STANDING ORDERS FOR
Administering Inactivated Poliovirus Vaccine to Children and Teens

Purpose

To reduce morbidity and mortality from poliomyelitis by vaccinating all children and teens who meet the
criteria established by the Centers for Disease Control and Prevention’s Advisory Committee on
Immunization Practices (ACIP).

Policy

Where allowed by state law, standing orders enable eligible nurses and other healthcare professionals
(e.g., pharmacists) to assess the need for and vaccinate children and teens who meet any of the criteria
below.

Procedure

1. Assess Children in Need of Vaccination against poliomyelitis based on the following criteria:

= Age 2 months through 17 years who have not completed an inactivated poliomyelitis vaccine (IPV)
series

» [PV is not routinely recommended for U.S. residents age 18 years or older

2. Screen for contraindications and precautions
Contraindications

» Do not give IPV to an infant or child who has experienced a serious reaction (e.g., anaphylaxis) to a
prior dose of the vaccine or to any of its components. For information on vaccine components, refer
to the manufacturers’ package insert (www.immunize.org/fda) or go to
www.cdc.gov/vaccines/pubs/pinkbook/downloads/appendices/B/excipient-table-2.pdf.

Precautions

= Moderate or severe acute illness with or without fever
» Pregnancy

3. Provide Vaccine Information Statements
Provide all patients (or, in the case of minors, their parent, or legal representative) with a copy of the
most current federal Vaccine Information Statement (VIS). Provide non-English speaking patients with
a copy of the VIS in their native language, if one is available and desired; these can be found at
www.immunize.org/vis. (For information about how to document that the VIS was given, see section 6
titted “Document Vaccination.”)

4. Prepare to Administer Vaccine
IPV may be administered either intramuscularly or subcutaneously.

If vaccine is to be administered by the intramuscular route, choose the needle gauge, needle length,
and injection site according to the following chart:

Age of Needle Needle Length Injection Site

Infant/Child/Teen Gauge

Youngerthan 12 2225 1” Anterolateral thigh muscle

months

12 through 35 months 2225 5/8*1” Anterolateral thigh muscle**
1-1 Ve Deltoid muscle of arm

Children (3-10 years) 22-25 58*1” Deltoid muscle of arm**
1-1 % Anterolateral thigh muscle

Adolescents and 22-25 5/8*1” Deltoid muscle of arm**

Teens (11-18years) 1-1 1% Anterolateral thigh muscle

* Preferred site.
** A 5/8" needle may be used for children for IM injection in the deltoid muscle only if the skin is stretched tight,
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the subcutaneous tissue is not bunched, and the injection is made at a 90-degree angle.

If vaccine is to be administered by the subcutaneous route, use the needle gauge, needle length, and

injection site according to the following chart:

NEEDLE NEEDLE
GAUGE LENGTH INJECTION SITE
" Fatty tissue over triceps or fatty
23-25 58 tissue over anterolateral thigh

5. Administer IPV vaccine, 0.5 mL, via the intramuscular (IM) route or
subcutaneous (Subcut) route, according to the following tables:

Schedule for routine vaccination

VACCINEAND | RECOMME MINIMUM RECOMME MINIMU
DOSE NDEDAGE AGEFOR NDED M
NUMBER FOR THIS THIS INTERVAL INTERVA

DOSE DOSE TO NEXT LTO

DOSE NEXT

IPV#1 2 months 6 weeks 8 weeks 4 weeks
IPV #2 4 months 10 weeks 8 weeks—14 4 weeks
IPV#3 6—18 months 14 weeks 6—12 months 6 months
IPV#423 4-6years 4 years

NOTE: For individuals who failed to complete the schedule as stated above,

do not start over. Simply follow the schedule in section #5.

Schedule for catch-up vaccination

PRIOR STARTING FROM THE MOST RECENT DOSE GIVEN
DOCUMENTED
DOSES DOSE 1 DOSE2TODOSE | DOSE3TO DOSE
TO DOSE2 3 a
Unknown 4 4 weeks 6 months
0 4 4 weeks 6 months
1 4 4 weeks 6 months
2 4 weeks 6 months
3 6 months
NOTES

1 In the first 6 months of life, use minimum ages and intervals only for travel to a
polio-endemic region or during an outbreak.
2 If a child received 4 or more doses before the 4th birthday (e.g., in a combination
vaccine), an additional dose is still necessary after the 4th birthday and at least 6
months after the previous dose.
3 If a child or teen has received a 3rd dose at age 4 years or older, a 4th dose is not
necessary as long as there is a 6-month interval between doses 2 and 3.
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6. Document Vaccination

Document each patient’s vaccine administration information and follow-up in the following places:
Medical record: Record the date the vaccine was administered, the manufacturer and lot
number, the vaccination site and route, and the name and address and, if appropriate, the title of
the person administering the vaccine. You must also document, in the patient’s medical record or
office log, the publication date of the VIS and the date it was given to the patient. Note that
medical records/charts should be documented and retained in accordance with applicable state
laws and regulations. If vaccine was not administered, record the reason(s) for non-receipt of the
vaccine (e.g., medical contraindication, patient refusal). Discuss the need for vaccine with the
patient (or, in the case of a minor, their parent or legal representative) at the next visit.
Personal immunization record card: Record the date of vaccination and the name/location of the
administering clinic.
Immunization Information System (lIS) or “registry”’: Report the vaccination to the Kentucky
Immunization Registry (KYIR)
7. Be Prepared to Manage Medical Emergencies
Be prepared for management of a medical emergency related to the administration of vaccine by
having a written emergency medical protocol available, as well as equipment and medications. For
IAC’s “Medical Management of Vaccine Reactions in Children and Teens,” go
www.immunize.org/catg.d/p3082a.pdf. For “Medical Management of Vaccine Reactions in Adult
Patients,” go to www.immunize.org/catg.d/p3082.pdf. To prevent syncope, vaccinate patients while
they are seated or lying down and consider observing them for 15 minutes after receipt of the
vaccine.

8. Report Adverse Events to VAERS
Report all adverse events following the administration of IPV to the federal Vaccine Adverse
Event Reporting System (VAERS). To submit a VAERS report online (preferred) or to download
a writable PDF form, go to https://www.vaers.hhs.gov/report event.html. Further assistance is
available at (800) 822-7967.
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Protocol for JYNNEOS of Intradermal Administration
Adults (218 years of age) in the General Population

Vaccine Dosage (Amount) Route

JYNNEOS 0.1mLINTRADERMAL 2 doses 28 days apart
May be administered for 1% and/or 2" dose

Purpose
e To reduce morbidity and mortality from smallpox and monkeypox by vaccinating persons who
meet the criteria established by the Centers for Disease Control and Prevention (CDC).

Policy

e Where authorized under state law, standing orders enable eligible nurses and other healthcare
professionals (e.g., pharmacists) to assess and vaccinate persons who meet the criteria in the
"Procedure" section below without the need for clinician examination or direct order from the
attending provider at the time of the interaction.

¢ Review the package insert prior to administration and confirm storage and handling
guidance.

Procedure

e Assess Persons for Need of Vaccination against smallpox and monkeypox based on current
guidance provided by CDC and state or local public health authorities. Refer to
www.cdc.gov/poxvirus/ monkeypox/considerations-for-monkeypox-vaccination.html for current
CDC guidance for the 2022 Monkeypox Outbreak. Healthcare professionals must monitor this
website for updates and comply with any such posted updates.

e Screen for Contraindications and Precautions

o Contraindications:
= Severe allergic reaction (e.g., anaphylaxis) after a previous dose of JYNNEOS
vaccine.
o Precautions:
e History of severe allergic reaction (e.g., anaphylaxis) to gentamicin or
ciprofloxacin.
e History of severe allergic reaction (e.g., anaphylaxis) to chicken or egg protein
AND currently avoiding all chicken and egg products.
e After discussing risks and benefits with the patient, persons with a precaution
to vaccination may be vaccinated with a 30-minute observation period or
referred for allergist-immunologist consultation prior to vaccination.

Preparation and Administration

e Assess Persons for Vaccine Dose and Route.
¢ JYNNEOS vaccine can be administered either subcutaneously or intradermally.
¢ Intradermal (ID) administration is recommended for persons 18 years of age and older
who do not have a history of keloid scars.
¢ Please note that this document addresses intradermal administration only.
¢ Provide Vaccine Information Statement (VIS).
o Provide all recipients with a copy of the FDA EUA Fact Sheet for Recipients and
Caregivers. You may offer the current VIS at www.cdc.gov/vaccines/
o hcplvisivis-statements/smallpox-monkeypox.html

o Forthe Spanish version, refer to the Language Index at www.immunize.org/vis.
www.cdc.gov/vaccines/hcp/vis/vis-statements/smallpox-monkeypox.html.
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Prepare to Administer Vaccine
o Allow JYNNEOS vaccine to thaw and reach room temperature before use.
o When thawed, JYNNEOS is a milky, light yellow to pale white colored suspension.
o  Swirl the vial gently for at least 30 seconds.
Withdraw dose of 0.1 mL using 25-28 gauge, "4” to ¥4’ needle with a short bevel into a
tuberculin syringe.
Administer Vaccine
o Vaccine Schedule: Administer two doses of JYNNEOS (0.1 mL each) 28 days apart
= For more details on the dosing interval, refer to
www.cdc.gov/poxvirus/monkeypox/
considerations-for-monkeypox-vaccination.html

o Select and cleanse vaccination site 2-4 inches below the antecubital fossa (elbow) on
the volar surface of the forearm.

= If the volar surface of the forearm cannot be used, administer vaccine

subcutaneous per the Jynneos Subcutaneous Administration Protocol.
o Administer JYNNEOS intradermally into the volar surface of the forearm:

= While pulling the skin taut, position the needle bevel facing up and insert the
needle at a 5-to 15-degree angle into the dermis.

= Slowly inject 0.1mL intradermally. This should produce a noticeable pale
elevation of the skin (wheal).

= Do not massage the site

= Abandage may be placed over the injection site as needed.

= A person who presents for their second JYNNEOS vaccine dose who is still
experiencing erythema or induration at the site of intradermal administration of
the first vaccine dose (e.g., the forearm) may have the second dose
administered intradermally in the contralateral forearm.

Observe Patients after Vaccination

o Vaccination providers should observe patients after vaccination to monitor for the
occurrence of immediate adverse reactions, including syncope:

= 30 minutes: Persons with a history of anaphylaxis to gentamicin, ciprofloxacin,
chicken, or egg protein (AND who are currently avoiding
exposure to all chicken or egg products)
= 15 minutes: Can consider for all other persons
Vaccine administration complications or concerns see
https://www.cdc.gov/poxvirus/monkeypox/interim-considerations/errors-deviations.html

Document Vaccination

Vaccination providers must document vaccine administration in their medical record systems
upon administration and use their best efforts to report administration data to the relevant
system (e.g., immunization information system) for the jurisdiction as soon as practicable and
no later than 72 hours after administration.

Document each recipient's vaccine administration information:

o Medical record: The vaccine and the date it was administered, manufacturer, lot
number, vaccination site and route, name and title of the person administering the
vaccine

o Vaccination record: Date of vaccination, product name/manufacturer, lot number, and
name/location of the administering clinic or healthcare professional. Give to the vaccine
recipient.
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Be Prepared to Manage Medical Emergencies

e Vaccine providers should be familiar with identifying immediate allergic reactions, including
anaphylaxis, and be prepared to treat these events
at the time of vaccine administration.

o  Providers should also have a plan in place to contact emergency medical services
immediately in the event of a severe acute vaccine reaction. Because anaphylaxis
may recur after patients begin to recover, monitoring in a medical facility for several
hours is advised, even after complete resolution of symptoms and signs.

For more information: https://www.cdc.gov/poxvirus/monkeypox/considerations-for-monkeypox-
vaccination.html
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Protocol for JYNNEOS Subcutaneous Administration
Adults with Certain Medical Conditions and Children

Vaccine Dosage (Amount) Route

JYNNEOS 0.5mL subcutaneous 2 doses 28 days apart
May be used for 1%t and/or 2" dose

Purpose

e Toreduce morbidity and mortality from smallpox and monkeypox by vaccinating persons who
meet the criteria established by the Centers for Disease Control and Prevention (CDC).

Policy

¢ Where authorized under state law, standing orders enable eligible nurses and other healthcare
professionals (e.g., pharmacists) to assess and vaccinate persons who meet the criteria in the
"Procedure" section below without the need for clinician examination or direct order from the
attending provider at the time of the interaction.

¢ Review the package insert prior to administration and confirm storage and handling
guidance.

Procedure

e Assess Persons for Need of Vaccination against smallpox and monkeypox based on current
guidance provided by CDC and state or local public health authorities. Refer to
www.cdc.gov/poxvirus/ monkeypox/considerations-for-monkeypox-vaccination.html for current
CDC guidance for the 2022 Monkeypox Outbreak. Healthcare professionals must monitor this
website for updates and comply with any such posted updates.

e Screen for Contraindications and Precautions

o Contraindications:
= Severe allergic reaction (e.g., anaphylaxis) after a previous dose of JYNNEOS
vaccine
o Precautions:
o History of severe allergic reaction (e.g., anaphylaxis) to gentamicin or
ciprofloxacin
e History of severe allergic reaction (e.g., anaphylaxis) to chicken or egg protein
AND currently avoiding all chicken and egg products
e After discussing risks and benefits with the patient, persons with a precaution
to vaccination may be vaccinated with a 30-minute observation period or
referred for allergist-immunologist consultation prior to vaccination

Preparation and Administration

e Assess Persons for Vaccine Dose and Route
o JYNNEOS vaccine can be administered either subcutaneously or intradermally
depending on the person’s age and presence of certain medical conditions. All
persons less than 18 years of age and persons 18 years of age and older who
have a history of keloid scars should receive JYNNEOS vaccination
subcutaneously.
o Please note that this document addresses subcutaneous administration only.

e Provide Vaccine Information Statement (VIS)

o Provide persons younger than age 18 with a copy of the FDA EUA Fact sheet for
Recipients and Caregivers.

o Provide persons 18 years of age and older with a copy of the current VIS at
www.cdc.gov/vaccines/hcp/vis/vis-statements/smallpox-monkeypox.html.

o Forthe Spanish version, refer to the Language Index at www.immunize.org/vis.
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e Prepare to Administer Vaccine

o Allow JYNNEOS vaccine to thaw and reach room temperature before use.

o When thawed, JYNNEOS is a milky, light yellow to pale white colored suspension
o Swirl the vial gently for at least 30 seconds
O

Withdraw dose of 0.5 mL using a 23—-25 gauge, 5/8” needle into a sterile syringe for
injection

e Administer Vaccine
o Vaccine Schedule:
= Administer two doses of JYNNEOS (0.5 mL each) 28 days apart
= For persons >12 months of age: Administer JYNNEOS subcutaneously by
pinching up fatty tissue over the triceps area in the upper arm and insert the
needle at a 45-degree angle.
e Secondary site is the front and outer side of the upper thigh.
= Forinfants <12 months of age: Administer JYNNEOS subcutaneously by
pinching up fatty tissue over the anterolateral thigh and insert the needle at a
45-degree angle.
e Forinfants <6 months of age, discuss with pediatrician prior to
vaccination.
= Vaccines inadvertently administered intramuscularly (IM) can be considered
valid doses and do not need to be repeated. IM doses need to be reported to
the manufacturer at drug.safety@bavarian-nordic.com.

o Vaccine administration complications or concerns see
https://www.cdc.gov/poxvirus/monkeypox/interim-considerations/errors-deviations.html

e Observe Patients after Vaccination
o Vaccination providers should observe patients after vaccination to monitor for the
occurrence of immediate adverse reactions, including syncope:
= 30 minutes: Persons with a history of anaphylaxis to gentamicin, ciprofloxacin,
chicken, or egg protein (AND who are currently avoiding exposure to all
chicken or egg products)
= 15 minutes: Can consider for all other persons

Document Vaccination

e Vaccination providers must document vaccine administration in their medical record systems
upon administration and use their best efforts to report administration data to the relevant
system (e.g., immunization information system) for the jurisdiction as soon as practicable and
no later than 72 hours after administration.

e Document each recipient's vaccine administration information:

o Medical record: The vaccine and the date it was administered, manufacturer, lot
number, vaccination site and route, name and title of the person administering the
vaccine

o Vaccination record: Date of vaccination, product name/manufacturer, lot number, and
name/location of the administering clinic or healthcare professional. Give to the vaccine
recipient.
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Be Prepared to Manage Medical Emergencies

e Vaccine providers should be familiar with identifying immediate allergic reactions, including
anaphylaxis, and be prepared to treat these events
at the time of vaccine administration.

o  Providers should also have a plan in place to contact emergency medical services
immediately in the event of a severe acute vaccine reaction. Because anaphylaxis
may recur after patients begin to recover, monitoring in a medical facility for several
hours is advised, even after complete resolution of symptoms and signs.

For more information: https://www.cdc.gov/poxvirus/monkeypox/considerations-for-monkeypox-
vaccination.html

Forinformation on administration errors: https://www.cdc.gov/poxvirus/monkeypox/interim-
considerations/errors-deviations.html
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STANDING ORDERS FOR
Administering Measles, Mumps, and Rubella Vaccine to Children and Teens

Purpose

To reduce morbidity and mortality from measles, mumps, and rubella by vaccinating all children
and teens who meet the criteria established by the Centers for Disease Control and
Prevention’s Advisory Committee on Immunization Practices.

Policy

Where allowed by state law, standing orders enable eligible nurses and other healthcare
professionals (e.g., pharmacists) to assess the need for vaccination and to vaccinate children
and teens who meet any of the criteria below.

Procedure

1. Assess Children and Teens for Need of Measles, Mumps, and Rubella (MMR)
Vaccination based on the following criteria:
¢ Age 12 months or older with no documentation of MMR vaccine
¢ Age 4 years or older with no documentation of two doses of MMR vaccine
¢ Age 6 months or older with pending international travel

¢ Age 12 months or older with documentation of only 1 dose of MMR vaccine given when
younger than age 12 months

e History of two previous doses of MMR and identified by public health as being at
increased risk during a mumps outbreak

2. Screen for Contraindications and

Precautions Contraindications

¢ Do not give MMR vaccine to a child or teen who has experienced a severe allergic
reaction (e.g., anaphylaxis) to a previous dose of MMR vaccine or to any of its
components. For a list of vaccine components, refer to the manufacturer’s package
insert (www.immunize.org/packageinserts) or go to www.cdc.gov/
vaccines/pubs/pinkbook/downloads/appendices/B/excipient-table-2.pdf.

Do not give MMR vaccine to a child or teen who is pregnant or may become pregnant
within 1 month (pregnant teens should be vaccinated upon completion or termination
of pregnancy).

Do not give MMR vaccine to a child or teen having known severe immunodeficiency
(e.g., from hematologic and solid tumors, receipt of chemotherapy, congenital
immunodeficiency, long-term immunosuppressive therapy).

Do not give MMR vaccine to a child or teen receiving prolonged (14 days or longer) high-
dose steroid therapy, or severely immunocompromised from HIV infection. (HIV infection
is not a contraindication to MMR for those children and teens who are not severely
immunocompromised [i.e., CD4+ T-lymphocyte counts greater than or equal to 200 cells
per microliter for 6 months or more].)

Do not give MMR vaccine to a child or teen with a family history of congenital or hereditary
immuno- deficiency in first-degree relatives (e.g., parents, siblings) unless the immune
competence of the potential vaccine recipient has been clinically substantiated or verified
by a laboratory.
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Precautions

¢ Moderate or severe acute illness with or without fever

o History of recent (within the past 11 months) receipt of antibody-containing blood product
(specific interval depends on product)

e History of thrombocytopenia or thrombocytopenic purpura

¢ Need for tuberculin skin testing (TST) or interferon-gamma release assay (IGRA) testing. If active
tuberculosis is suspected, MMR should be delayed. Measles vaccination might suppress tuberculin
reactivity temporarily. The TST should be administered either any time before, simultaneously with,
or at least 4—-6 weeks after the measles-containing vaccine (e.g., MMR, MMRYV).

3. Provide Vaccine Information Statements

Provide all patients with a copy of the most current federal Vaccine Information Statement (VIS).
Provide non-English speaking patients with a copy of the VIS in their native language, if one is
available and desired; these can be found at www.immunize.org/vis. (For information about how to
document that the VIS was given, see section 6 titled “Document Vaccination.”)

4. Prepare to Administer Vaccine

Choose the needle gauge, needle length, and injection site according to the following chart:

N NEFDLE INJECTION SITE
23-25 5/8" Fatty tissue over triceps or
fatty tissue over anterolateral

5. Administer Measles, Mumps, and Rubella Vaccine (MMR), 0.5 mL, via the subcutaneous
(Subcut) route, according to the following criteria and schedule:

SCHEDULE FOR
HISTORY OF PREVIOUS MMR
VACCINATION AGE GROUP ORMINISTRATION OF MMR
0 documented doses, or none 12monthsto4 ;
known years Give dose #1.
0 documented doses, or none 4 years and Give dose #1. Give dose #2 at least 4
known older weeks later.
1 previous dose given before age 12 months and Give dose #1. Give dose #2 at least 4
12 months older weeks later.
1 previous dose of MMR given ;
at age 12 months or older g%%?rs and gcl;é% ?#qls.e #2 at least 4 weeks after
2 previous doses of MMR and _
identified by public health to be at A Give dose #3 at least 4 weeks after
inci[rbeasid risk during a mumps ny age dose #2
outbrea

6. Document Vaccination

Document each patient’s vaccine administration information and follow up in the following
places:
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Medical record: Document the date the vaccine was administered, the manufacturer and lot number,
the vaccination site and route, and the name and title of the person administering the vaccine. You must
also document, in the patient’s medical record or office log, the publication date of the VIS and the date
it was given to the patient. Note that medical records/charts should be documented and retained in
accordance with applicable state laws and regulations. If vaccine was not administered, record the
reason(s) for non-receipt of the vaccine (e.g., medical contraindication, patient refusal). Offer this vaccine
at the next visit.

Personal immunization record card: Record the date of vaccination and the
name/location of the administering clinic.

Immunization Information System (IIS) or “registry”: Report the vaccination to the
appropriate state/local IS, if available.

7. Be Prepared to Manage Medical Emergencies

Be prepared for management of a medical emergency related to the administration of vaccine
by having a written emergency medical protocol available, as well as equipment and
medications. For IAC’s “Medical Management of Vaccine Reactions in Children and Teens,”
go to www.immunize.org/catg.d/p3082a.pdf. For “Medical Management of Vaccine Reactions
in Adult Patients,” go to www.immunize.org/catg.d/p3082.pdf. To prevent syncope, vaccinate
patients while they are seated or lying down and consider observing them for 15 minutes after
receipt of the vaccine.

8. Report All Adverse Events to VAERS

Report all adverse events following the administration of MMR vaccine to the federal
Vaccine Adverse Event Reporting System (VAERS). To submit a VAERS report online
(preferred) or to download a writable PDF form, go to
https://vaers.hhs.gov/reportevent.html. Further assistance is available at (800) 822-7967.
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STANDING ORDERS FOR

Administering Measles, Mumps, and Rubella Vaccine to Adults

Purpose

To reduce morbidity and mortality from measles, mumps, and rubella disease by
vaccinating all adults who meet the criteria established by the Centers for Disease Control
and Prevention’s Advisory Committee on Immunization Practices.

Policy

Where allowed by state law, standing orders enable eligible nurses and other healthcare
professionals (e.g., pharmacists) to assess the need for vaccination and to vaccinate adults who
meet any of the criteria below.

Procedure

1. Assess Adults for Need of Measles, Mumps, and Rubella (MMR) Vaccination
a. ldentify adults in need of initial MMR vaccination who
e were born in the U.S. in 1957 or later, or

¢ are a healthcare worker of any age, and who do not meet evidence of immunity by
having met any of the following criteria:

e Documentation of receiving at least 1 dose of MMR vaccine

¢ Laboratory evidence of immunity or laboratory confirmation of disease to
measles, mumps, and rubella

b. Identify adults in need of a second dose of MMR vaccine who
e were born U.S. in 1957 or later and are planning to travel internationally,
e are a student in a college, university, technical, or vocational school, or
¢ are a healthcare worker born in 1957 or later

c. Identify adults who have been recommended to receive an additional dose of MMR
because of their increased risk for mumps during a current mumps outbreak
(resulting in either 2 or 3 total doses)

2. Screen for Contraindications and
Precautions Contraindications

¢ Do not give MMR vaccine to a person who has experienced a severe allergic reaction
(e.g., anaphylaxis) after a previous dose of MMR vaccine or to any of its components.
For a list of vaccine components, refer to the manufacturer’s package insert
(www.immunize.org/packageinserts) or go to www.cdc.gov/
vaccines/pubs/pinkbook/downloads/appendices/B/excipient-table-2.pdf.

¢ Do not give MMR vaccine to a woman who is pregnant or may become pregnant within
1 month (pregnant women should be vaccinated upon completion or termination of
pregnancy).

¢ Do not give MMR vaccine to a person having known severe immunodeficiency (e.g.,
from hematologic and solid tumors, receipt of chemotherapy, congenital
immunodeficiency, long-term immunosuppressive therapy).
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¢ Do not give MMR vaccine to a person receiving high-dose systemic immunosuppressive
therapy (e.g., two weeks or more of daily receipt of 20 mg or more [or 2 mg/kg body
weight or more] of prednisone or equivalent).

¢ Do not give MMR vaccine to an adult with a family history of congenital or hereditary
immunodeficiency in first-degree relatives (e.g., parents, siblings) unless the immune
competence of the potential vaccine recipient has been clinically substantiated or verified
by laboratory testing.

¢ Do not give MMR vaccine to an adult with human immunodeficiency virus (HIV) infection and
CD4+ T-lymphocytes count <200 cells/uL. (HIV infection is not a contraindication to MMR for
adults who are not severely immunocompromised [i.e., CD4+ T-lymphocyte counts >200
cells/uL for 6 months or more.]) In circumstances where only counts or only percentages are
available on the lab report, assessment can be based on the laboratory measure that is
available (i.e., counts or percentages).

Precautions
o Moderate or severe acute illness with or without fever

o History of recent (within the past 11 months) receipt of antibody-containing blood product
(specific interval depends on product)

e History of thrombocytopenia or thrombocytopenic purpura

¢ Need for tuberculin skin testing or interferon-gamma release assay (IGRA) testing. If active
tuberculosis is suspected, MMR should be delayed. Measles vaccination might suppress
tuberculin reactivity temporarily. Measles-containing vaccine can be administered on the same
day as tuberculin skin testing, or should be postponed for at least 4 weeks after the vaccination.

3. Provide Vaccine Information Statements

Provide all patients with a copy of the most current federal Vaccine Information Statement (VIS).
Provide non- English speaking patients with a copy of the VIS in their native language, if one is
available and desired; these can be found at www.immunize.org/vis. (For information about how to
document that the VIS was given, see section 6 titled “Document Vaccination.”)

4. Prepare to Administer Vaccine
Choose the needle gauge, needle length, and injection site according to the following chart:

NEEDLE
GAUGE NEEDLE LENGTH| INJECTION SITE

23-25 5/8" Fatty tissue over triceps

Reconstitute the vaccine with the manufacturer-supplied diluent just prior to administration.

5. Administer MMR Vaccine, 0.5 mL, via the subcutaneous (Subcut) route, according to the following
criteria and schedule:
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HISTORY OF PREVIOUS MMR DOSE AND SCHEDULE FOR ADMINISTRATION
VACCINATION OF MMR

Give 0.5 mL MMR as dose #1. If indicated, give dose
#2 at least 4 weeks later.

0 documented doses, or none
known

. Ifindicated, give 0.5 mL MMR as dose #2 at least 4
1 previous dose of MMR weeks after dose #1.

6. Document Vaccination
Document each patient’s vaccine administration information and follow up in the following places:

Medical record: Document the date the vaccine was administered, the manufacturer and lot
number, the vaccination site and route, and the name and title of the person administering the
vaccine. You must also document, in the patient’'s medical record or office log, the publication date
of the VIS and the date it was given to the patient. Note that medical records/charts should be
documented and retained in accordance with applicable state laws and regulations. If vaccine was
not administered, record the reason(s) for non-receipt of the vaccine (e.g., medical contraindication,
patient refusal). Offer this vaccine at the next visit.

Personal immunization record card: Record the date of vaccination and the name/location of the
administering clinic.

Immunization Information System (IIS) or “registry”: Report the vaccination to the appropriate
state/local IIS, if available.

7. Be Prepared to Manage Medical Emergencies

Be prepared for management of a medical emergency related to the administration of vaccine by
having a written emergency medical protocol available, as well as equipment and medications. For
IAC’s “Medical Management of Vaccine Reactions in Adults,” go to
www.immunize.org/catg.d/p3082.pdf. For "Medical Management of Vaccine Reactions in Children and
Teens," go to www.immunize.org/catg.d/p3082a.pdf. To prevent syncope, vaccinate patients while
they are seated or lying down and consider observing them for 15 minutes after receipt of the vaccine.

8. Report All Adverse Events to VAERS
Report all adverse events following the administration of MMR vaccine to the federal Vaccine Adverse
Event Reporting System (VAERS) at www.vaers.hhs.gov. To submit a VAERS report online
(preferred) or to download a writable PDF form, go to https://vaers.hhs.gov/reportevent.html. Further
assistance is available at (800) 822-7967.
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STANDING ORDER FOR
Measles,Mumps, Rubella and Varicella Combination (MMRV) Vaccine (ProQuad®)

Purpose
¢ Toreduce mortality from Measles Mumps, Rubella and Varicella all infants and children from 12
months older to 12 years old who meet the criteria established by the Centers for Disease
Control and Prevention’s Advisory Committee on Immunization Practices (ACIP).

Policy

¢ Where allowed by state law, standing orders enable eligible nurses and other healthcare
professionals (e.g., pharmacists) to assess the need for and vaccinate children and teens who
meet any of the criteria below.

¢ Review the package insert prior to administration and confirm storage and handling
guidance

Procedure
¢ ProQuad is a vaccine indicated for active immunization for the
prevention of measles, mumps, rubella, and varicella in children 12
months through 12 years of age

Screen for Contraindications and Precautions

¢ Contraindications

o History of anaphylactic reaction to neomycin or hypersensitivity to gelatin or any other
component of the vaccine.

Primary or acquired immunodeficiency states.

Family history of congenital or hereditary immunodeficiency.
Immunosuppressive therapy.

Active untreated tuberculosis or febrile illness (>101.3°F or >38.5°C).
Pregnancy.

O O O O O

¢ Precautions
o Administration of ProQuad (dose 1) to children 12 to 23 months old who have not been
previously vaccinated against measles, mumps, rubella, or varicella, nor had a history of
the wild-type infections, is associated with higher rates of fever and febrile seizures at 5
to 12 days after vaccination when compared to children vaccinated with M-M-R® Il and
VARIVAX® administered separately.

o Use caution when administering ProQuad to children with a history of cerebral injury or
seizures or any other condition in which stress due to fever should be avoided.

o Use caution when administerin% ProQuad to children with anaphylaxis or immediate
hypersensitivity to eggs or contact hypersensitivity to neomycin.

o Use caution when administering ProQuad to children with thrombocytopenia.

o Avoid close contact with high-risk individuals susceptible to varicella since transmission
of varicella vaccine virus may occur between vaccinees and susceptible contacts

o Defer vaccination for at least 3 months following blood or plasma transfusions, or
administration of immune globulins (1G).

o Avoid using salicylates for 6 weeks after vaccination with ProQuad.
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o Avoid pregnancy for 3 months following vaccination with measles,
mumps, rubella, and/or varicella vaccines.

Indications and Usage

¢ MMRV vaccine is a combination vaccine indicated for active immunization for the
prevention of measles, mumps, rubella, and varicella in children aged 12
months through 12 years. .

o ACIP recommends that MMR vaccine AND varicella vaccines be
administered separately for the first dose in children aged 12 through 47
months due to the increased risk for febrile seizures with the MMRV
combination vaccine.

o  Forthe second dose of measles, mumps, rubella, and varicella vaccines at
any age (i.e., 15 months through 12 years) and for the first dose in children
aged 48 months through 12 years, use of the MMRYV vaccine is generally
preferred over separate injections of its equivalent component vaccines (i.e.,
MMR vaccine and varicella vaccine).

Recommended Schedule for Measles, Mumps, Rubella, and Varicella Vaccines

e The recommended ages for measles, mumps, rubella, and varicella vaccination
continue to be age 12 through 15 months for the first dose and age 4 through 6 years
for the second dose.

o FIRST DOSE of measles, mumps, rubella, and varicella vaccines

= should be administered to children aged 12 months through 47
months,

= MMR vaccine and varicella vaccine should be administered
separately in this age group.
= Forthe first dose administered to children aged 48 months through
12 years, use of MMRYV vaccine is generally preferred over
separate injections of its equivalent component vaccines (i.e.,
MMR vaccine and varicella vaccine).
o SECOND DOSE of measles, mumps, rubella, and varicella vaccines

= Forthe second dose administered to children aged 15 months through
12 years, use of MMRYV vaccine is generally preferred over separate
injections of its equivalent component vaccines (i.e., MMR vaccine
and varicella vaccine).

= At least one month should lapse between a dose of measles-
containing vaccine, such as MMR vaccine, and a dose of MMRV
vaccine. If for any reason a second dose of varicella-containing
vaccine is required, at least 3 months should lapse between
administrations of the two doses.

Dosage and Route

= Administer 0.5 mL subcutaneously

= MMRYV vaccine is supplied in single-dose vials of lyophilized vaccine to be reconstituted
using only the separately packaged sterile water diluent. Withdraw the entire volume
of supplied diluent into a syringe. Inject the entire content of the syringe into the vial
containing the powder. Gently agitate to dissolve completely. Withdraw the entire
amount of the reconstituted vaccine from the vial into the same syringe and inject the
entire volume.

Anatomical Site

= Quter aspect of the deltoid region of the upper arm or into the higher anterolateral area
of the thigh.
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Age Needle Length and Gauge Preferred Site
Infants Ages 2-3 22-25 Gauge/1 Inch Vastus Lateralis Muscle of
Anterolateral Thigh
Toddler 1-2 years 22-25 gauge/ 1-1.25 inch Vastus Lateralis Muscle of
Anterolateral Thigh (Preferred)
Children 3-12 22-25 Gauge/1 Inch Deltoid muscle of arm (Preferred)

Document Vaccination
¢ Document each patient’s vaccine administration information and follow-up in the following
places:
o Medical record:
= Record the date the vaccine was administered, the manufacturer and lot number,
the vaccination site and route, and the name and title of the person administering
the vaccine. You must also document, in the patient’'s medical record or office
log, the publication date of the VIS and the date it was given to the patient. Note
that medical records/charts should be documented and retained in accordance
with applicable state laws and regulations. If vaccine was not administered,
record the reason(s) for non-receipt of the vaccine (e.g., medical contra-
indication, patient refusal). Discuss the need for vaccine with the patient at the
next visit.
o Personal immunization record card:
= Record the date of vaccination and the name/location of the administering clinic.
o Immunization Information System (IIS) or “registry”:
» Report the vaccination to the appropriate state/local IS, if available.

Be Prepared to Manage Medical Emergencies

¢ Be prepared for management of a medical emergency related to the administration of vaccine
by having a written emergency medical protocol available, as well as equipment and
medications. For IAC’s “Medical Management of Vaccine Reactions in Adult Patients in a
Community Setting,” go to www.immunize.org/catg.d/p3082.pdf. For “Medical Management of
Vaccine Reactions in Children and Teens in a Community Setting,” go to
www.immunize.org/catg.d/p3082a.pdf.

¢ Toprevent syncope, vaccinate patients while they are seated or lying down and consider
observing them for 15 minutes after receipt of the vaccine.

Report Adverse Events to VAERS

¢ Report all adverse events following the administration of Hepatitis A vaccine to the federal
Vaccine Adverse Event Reporting System (VAERS). To submit a VAERS report online
(preferred) or to download a writable PDF form, go to https://vaers.hhs.gov/reportevent.html.
Further assistance is available at (800) 822-7967.
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Special situations

Immunization-ProQuad

Pregnancy with no evidence of immunity to rubella: MMR
contraindicated during pregnancy; after pregnancy (before
discharge from health care facility), 1 dose

Nonpregnant women of childbearing age with no evidence of
immunity to rubella: 1 dose

HIV infection with CD4 count 2200 cells/uL for at least 6 months
and no evidence of immunity to measles, mumps, or rubella: 2-
dose series at least 4 weeks apart; MMR contraindicated in HIV

Severe immunocompromising conditions: MMR contraindicated

Students in postsecondary educational institutions,
international travelers, and household or close, personal
contacts of immunocompromised persons, with no evidence of
immunity to measles, mumps, or rubella: 2-dose series at least 4
weeks apart if previously did not receive any MMR or 1 dose if
previously received 1 dose MMR

Health care personnel:

o Born in 1957 or later wtlll‘- no evidence of |mm|in|tg
measles, mu , or rubella: 2-dose sgrles ﬁ/ltl\/lels? |<
apart for meas es ormumps oratleast 1 dose orrubella

o Born before 1957 with no eVédence of immunity to
measles, mumps, or rubella: Consider 2-dose series at Ieast
4 weeks apart for measles or mumps or 1 dose for rubella
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STANDING ORDERS FOR

Administering Meningococcal ACWY Vaccine to Children and Teens

Purpose

To reduce morbidity and mortality from meningococcal disease caused by serotypes A, C, W, or
Y by vaccinating all children and teens who meet the criteria established by the Centers for
Disease Control and Prevention’s Advisory Committee on Immunization Practices.

Policy

Where allowed by state law, standing orders enable eligible nurses and other healthcare
professionals (e.g., pharmacists) to assess the need for and vaccinate children and teens
who meet any of the criteria below.

Procedure

Assess children and teens for need of vaccination against
meningococcal disease according to the following criteria:
Routine meningococcal ACWY vaccination
e Age 11-12 years who have not received MenACWY at age 10 years or older
¢ As catch-up for ages 13—15 years who have not received MenACWY at age 10 years
or older
e Age 16 years and in need of dose #2
e Ages 17 through 18 years and in need of dose #2 as catch-up
¢ As catch-up for all unvaccinated teens ages 16 through 18 years
« Consider catch-up for age 19 through 21 years with have not received a dose on or after
their 16th birthday
« First-year college students living in a residential facility who were never
vaccinated or who were last vaccinated when younger than age 16 years
Risk-based meningococcal ACWY vaccination
Children aged 2 months and older with
« Diagnosis of persistent complement component deficiency (an immune system disorder) or
use of a complement inhibitor (Soliris [eculizumab] or Ultomiris [ravulizumab])
« Diagnosis of anatomic or functional asplenia (including sickle-cell disease)
¢ Diagnosis of infection with human immunodeficiency virus

Children aged 2 months and older who

e Are part of an outbreak attributable to a vaccine serogroup

¢ Anticipate travel to a country where meningococcal disease is hyperendemic or
epidemic (e.g., the “meningitis belt” of sub-Saharan Africa), particularly if contact with
the local population will be prolonged

Screen for contraindications and precautions
Contraindications — Do not give MenACWY vaccine to a child or teen who has a history of a
serious allergic reaction (e.g., anaphylaxis) after a previous dose of meningococcal vaccine
or to a meningococcal vaccine component. For information on vaccine components, refer to
the manufacturer’s package insert (www.immunize.org/fda) or go to
www.cdc.gov/vaccines/pubs/pinkbook/downloads/appendices/B/excipient-table-2.pdf.

Precaution — Moderate or severe acute illness with or without fever

Provide Vaccine Information Statements

Provide all patients (or, in the case of a minor, their parent or legal representative) with a copy of
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the most current federal Vaccine Information Statement (VIS) available at
www.immunize.org/vis. You must document in the patient’'s medical record or office log, the
publication date of the VIS and the date it was given to the patient (parent/legal representative).
Provide non-English speaking patients with a copy of the VIS in their native language, if one is

available and desired; these can be found at www.immunize.org/vis.

Prepare to Administer Vaccine

Choose the needle gauge, needle length, and injection site according to the following chart:

NEEDLE NEEDLE
AGE OF CHILD/TEEN GAUGE LENGTH INJECTION SITE
Infants (2 through 11 months*) 22-25 1" Anterolateral thigh
Toddl 1 th ho 9905 1-11/4" Anterolateral thigh
oddlers (1 through 2 years) B 581" Deltoid muscle of arm
. 581" Deltoid muscle of arm**
Children (3 through 10 years) 22-25 112 Anterolateral thigh
5 Quxx__ " H *%
Adolescents and Teens (11 through 18 29_o5 g1 'Iietltmdl Tusftlﬁ_ 0; am
years) 1—11/2" mrll :g; ateral thig

*Only Menveo vaccine can be used for infants aged 2 through 23 months; MenQuadfi may be used
beginning at age 2 years.
**Preferred site

stretched tight, the subcutaneous tissue is not bunched, and the injection is made at a 90-degree angle to
the skin.

Administer 0.5 mL vaccine via the intramuscular (IM) route

AGE OF PATIENT SCHEDULE

For preteens age 11 through 12 years | Give dose #1 of 2-dose series. (Dose #2 will be due at age 16

For teens age 13 through 15 years Give catch-up dose #1 of 2-dose series. (Dose #2 will be
due at age 16 through 18 years.)

For teens age 16 years Give dose #2. Separate from dose #1 by at least 8 weeks.

For teens age 17 through 18 years Give catch-up dose #2.

Catch-up for all teens age 16 through | If no history of prior vaccination, give 1 dose of MenACWY.

If no history of prior vaccination, give 1 dose of MenACWY.
If history of 1 dose of MenACWY given when younger than
age 16 years, give dose #2 of MenACWY.

For first year college students
living in a residential facility

Schedule and criteria for routine vaccination with MenACWY
Schedule and criteria for MenACWY vaccination in people with underlying medical
conditions or other risk factors

For children, adolescents, and teens with risk factors as identified in section 1 on the previous
page, refer to “Meningococcal ACWY Vaccine Recommendations by Age and Risk Factor” found
at www.immunize.org/catg.d/p2018.pdf.

Document Vaccination

Document each patient’s vaccine administration information and any needed follow -up in the
following places:

Medical record: Record the date the vaccine was administered, the manufacturer and lot number,
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the vaccination site and route, and the name and address and, if appropriate, the title of the person
administering the vaccine. You must also document, in the patient’'s medical record or office log, the
publication date of the VIS and the date it was given to the patient. Note that medical records/charts
should be documented and retained in accordance with applicable state laws and regulations. If
vaccine was not administered, record the reason(s) for non-receipt of the vaccine (e.g., medical
contraindication, patient refusal); discuss the need for vaccination with the patient (or, in the case of
a minor, their parent or legal representative) at the next visit.

Personal immunization record card: Record the date of vaccination and the name/location of the
administering clinic.

Immunization Information System (IIS) or “registry”: Report the vaccination to the appropriate
state/local IIS, if available.

Be Prepared to Manage Medical Emergencies

Be prepared for management of a medical emergency related to the administration of vaccine by
having a written  emergency medical protocol available, as well as equipment and medications. For
IAC’s “Medical Management of Vaccine Reactions in Children and Teens in a Community Setting,”go
to www.immunize.org/catg.d/p3082a.pdf. For IAC’s “Medical Management of Vaccine Reactions in
Adults in a Community Setting,”go to www.immunize.org/catg.d/p3082.pdf. To prevent syncope in
older children, vaccinate patients while they are seated or lying down and consider observing them
for 15 minutes after receipt of the vaccine.

Report Adverse Events to VAERS

Report all adverse events to meningococcal vaccine to the federal Vaccine Adverse Event Reporting
System (VAERS). To submit a VAERS report online (preferred) or to download a writable PDF form, go
to https://www.vaers.hhs.gov/reportevent.html. Further assistance is available at (800) 822-7967.
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Standing Orders For

Administering Meningococcal ACWY Vaccine to Adults

Purpose
¢ To reduce morbidity and mortality from meningococcal disease caused by serotypes A, C, W, or

Y by vaccinating all adults who meet the criteria established by the Centers for Disease Control
and Prevention’s Advisory Committee on Immunization Practices.

Policy
e Where allowed by state law, standing orders enable eligible nurses and other healthcare
professionals (e.g., pharmacists) to assess the need for and vaccinate adults who meet any of

the criteria below.

¢ Review the package insert prior to administration and confirm storage and handling
guidance.

Procedure

¢ Assess adults for need of vaccination against meningococcal disease according to the
following criteria:
o Routine meningococcal ACWY vaccination
= First-year college students living in a residential facility who were never
vaccinated, who were last vaccinated when younger than age 16 years, or who
were vaccinated after their 16th birthday but more than 5 years earlier.
= Adults aged 19 through 21 years who have not been vaccinated with a dose of

MenACWY since their 16th birthday may be vaccinated.
o Risk-based meningococcal ACWY vaccination

= Diagnosis of persistent complement component deficiency (an immune system
disorder) or use of a complement inhibitor (Soliris [eculizumab] or Ultomiris
[ravulizumab]).

= Diagnosis of anatomic or functional asplenia (including sickle-cell disease)

= Diagnosis of human immunodeficiency virus (HIV) infection

» Partof an outbreak attributable to a vaccine serogroup

= Anticipated travel to a country where meningococcal disease is hyperendemic or
epidemic (e.g., the “meningitis belt” of sub-Saharan Africa), particularly if contact
with the local population will be prolonged

= Employment as a microbiologist with routine exposure to isolates of N.
meningitidis

Screen for Contraindications and Precautions

¢ Contraindications
o Do not give MenACWY vaccine to an adult who has experienced a serious systemic or
anaphylactic reaction to a prior dose of the vaccine or to any of its components. For
information on vaccine components, refer to the manufacturer’s package insert
(www.immunize.org/fda) or go to www.cdc.gov/vaccines/pubs/pinkbook/
downloads/appendices/B/excipient-table-2.pdf.

o Precautions
0 Moderate or severe acute illness with or without fever
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Provide Vaccine Information Statements

¢ Provide all patients with a copy of the most current federal Vaccine Information Statement (VIS)
available at www. immunize.org/vis. You must document in the patient’'s medical record or office
log, the publication date of the VIS and the date it was given to the patient. Provide non-English
speaking patients with a copy of the VIS in their native language, if one is available and desired,;

these can be found at www.immunize.org/vis.

Review the vaccination schedule and criteria for MenACWY

¢ For schedule of vaccination of adults with risk factors as identified in section 1 above, refer to
“Meningococcal Vaccination Recommendations by Age and Risk Factor for Serogroups A, C,
W, or Y Protection” found at www.immunize.org/catg.d/p2018.pdf.

Prepare to Administer Vaccine

¢ Choose the needle gauge, needle length, and injection site according to the following chart:

Gender and Weight Of Patient Needle Gauge Needle Length Injection Site
Female or male less than 130 Ibs. 22-25 5/8"*—1" Deltoid muscle of arm
Female or male 130-152 Ibs. 22-25 1" Deltoid muscle of arm
Female 153200 Ibs. 22-25 1-11/2" Deltoid muscle of arm
Male 153-260 Ibs. 22-25 1-11/2” Deltoid muscle of arm
Female 200+ Ibs. 22-25 11/2” Deltoid muscle of arm
Male 260+ Ibs. 22-25 11/2” Deltoid muscle of arm

* A 5/8” needle may be used in patients weighing less than 130 Ibs. (<60 kg) for IM injection in the deltoid muscle
only if the skin is stretched tight, the subcutaneous tissue is not bunched, and the injection is made at a 90-degree

angle to the skin.

Administer MenACWY Vaccine
0.5 mL, IM, according to the table below:

History of Previous Menacwy Vaccination

Dose and Schedule For
Administration Of Menacwy

0 documented doses, or none known

Give MenACWY Dose #1.

1 or more previous doses and in arisk group (see #1 on page 1)

Give an additional dose every 5
years if risk continues

A 1st year college student living in a residence hall with history of
either a) no prior MenACWY vaccination, b) only 1 dose given and
was younger than age 16 years, or ¢) most recent dose given after
16th birthday and more than 5 years have elapsed.

Give 1 dose

Document Vaccination

¢ Document each patient’s vaccine administration information and any needed follow-up in the

following places:

o Medical record: Record the date the vaccine was administered, the manufacturer and lot
number, the vaccination site and route, and the name and address and, if appropriate,
the title of the person administering the vaccine. Note that medical records/charts should
be documented and retained in accordance with applicable state laws and regulations. If
vaccine was not administered, record the reason(s) for non-receipt of the vaccine (e.g.,
medical contraindication, patient refusal); discuss the need for vaccination with the
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patient at the next visit.
o Personal immunization record card: Record the date of vaccination and the
name/location of the administering clinic.

o Immunization Information System (IIS) or “registry”: Report the vaccination to the
appropriate state/local IS, If available.

Be Prepared to Manage Medical Emergencies

¢ Be prepared for management of a medical emergency related to the administration of vaccine
by having a written emergency medical protocol available, as well as equipment and
medications. For IAC’s “Medical Management of Vaccine Reactions in Adults in a Community
Setting,” go to www.immunize.org/catg.d/p3082.pdf. For IAC’s “Medical Management of
Vaccine Reactions in Children and Teens in a Community Setting,” go to
www.immunize.org/catg.d/p3082a.pdf. To prevent syncope, vaccinate patients while they are
seated or lying down and consider observing them for 15 minutes after receipt of the vaccine.

Report Adverse Events to VAERS

¢ Report all adverse events following the administration of meningococcal vaccine to the
federal Vaccine Adverse Event Reporting System (VAERS). To submit a VAERS report

online (preferred) or to download a writable PDF form, go to
https://vaers.hhs.gov/reportevent.html. Further assistance is available at (800) 822-7967.
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STANDING ORDERS FOR
Administering Meningococcal B Vaccine to Adolescents and Adults

Purpose

To reduce morbidity and mortality from serogroup B meningococcal disease by vaccinating all
adolescents and adults who meet the criteria established by the Centers for Disease Control
and Prevention’s Advisory Committee on Immunization Practices (ACIP).

Policy

Where allowed by state law, standing orders enable eligible nurses and other healthcare
professionals (e.g., pharmacists) to assess the need for and vaccinate adolescents and adults
who meet any of the criteria below.

Procedure

1. Assess adolescents and adults for need of vaccination against meningococcal
serogroup B disease according to the following criteria:
o Age 16 through 23 years who want to be vaccinated based on the risks and benefits of
the vaccine (also known as shared clinical decision-making). The ACIP-preferred age is
16 through 18 years.
e Age 10 years and older, including all adults, with

o Diagnosis of persistent complement component deficiency (e.g., inherited chronic
deficiencies in C3, C5-C9, properdin, factor D and factor H) or taking eculizumab
(Soliris) or ravulizumab (Ultomiris)

o Diagnosis of anatomic or functional asplenia (including sickle cell disease)
¢ Risk of exposure due to an outbreak of meningococcal serogroup B disease
« Microbiologists routinely exposed to isolates of Neisseria meningitidis

2. Screen for contraindications and precautions

Contraindication — Do not give meningococcal B vaccine to an adolescent or adult who has
experienced a serious systemic or anaphylactic reaction to a prior dose of meningococcal B
vaccine or to any of its components. For information on vaccine components, refer to the
manufacturers’ package insert (www.fda.gov/vaccines-blood-biologics/vaccines/vaccines-
licensed-use-united-states) or go to www.cdc.gov/vaccines/pubs/pinkbook/downloads/
appendices/B/excipient-table-2.pdf.

Precaution — Moderate or severe acute iliness with or without fever; pregnancy

3. Provide Vaccine Information Statements

Provide all patients (or, in the case of minors, their parent, or legal representative) with a
copy of the most current federal Vaccine Information Statement (VIS). Provide non-English
speaking patients with a copy of the VIS in their native language, if one is available and
desired; these can be found at www.immunize.org/vis.
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4. Prepare to Administer Vaccine
Choose the needle gauge, needle length, and injection site according to the following chart:

AGE OF PATIENT NEEDLE | NERRLE INJECTION SITE
10 years 22-25 ?/—81 1/11" AEteelrtglgté?eL:IS{ﬁ!Sr? ];ﬁl:;nde
11-18 years 225 | 1 | Ao
Age 19 years and older

« Female or male less than 130 Ibs 22-25 5/8*-1" Deltoid muscle of arm
« Female or male 130—-152 Ibs 22-25 1" Deltoid muscle of arm
« Female 153-200 Ibs 22-25 1-11/2" Deltoid muscle of arm
« Male 153-260 Ibs 22-25 1-11/2" Deltoid muscle of arm
« Female 200+ Ibs 22-25 11/2" Deltoid muscle of arm
o Male 260+ Ibs 22-25 11/2" Deltoid muscle of arm

* A 5/8" needle may be used in patients weighing less than 130 Ibs (<60 kg) for IM injection in the deltoid
muscle only if the skin is stretched tight, the subcutaneous tissue is not bunched, and the injection is
made at a 90° angle to the skin.

**Preferred site

5. Administer MenB vaccine, 0.5 mL, via the intramuscular (IM) route, according

to the following tables:

e Adolescents and adults, age 16—23 years (preferred age 16—18 years) not at increased risk1 for
meningococcal serogroup B disease, based on shared clinical decision-making

TYPE OF VACCINE | 8SE > | DOSE | SCHEDULE
Bexsero(MenB-4c, 10 0.5 mL | Twodoses, 4 weeks
Glaxo- SmithKline) years apart
Trumenba(MenB- 10 0.5mL | Twodoses at0and 6
FHbp, Pfizer) years months?
and Three doses at 0, 1—
older 2, and 6 months

NOTE

The two brands of MenB vaccines are not interchangeable; the same vaccine product must be used for
all doses, including booster doses. If vaccination is indicated and the brand of the previous dose or doses
is unavailable or cannot be deter-mined, complete a primary series with the available brand.

Immunization-MEN B (Teen, Adult) July 2022



Adolescents and adults at increased risk? for meningococcal serogroup B disease

AGE BOOSTER
TYPE OF VACCINE | croyp | POSE | SCHEDULE DOSES(S)
Bexsero(MenB-4c, 10 Twodoses, ki
Glaxo- Smithkine) | years | ©5| gweeks | qron L
Trumenba(MenB- 10 0.5mL| Threedoses | MenB booster
FHbp, Pfizer) years ato, 1-2, 1 year?
and and 6 following
older months completion of
primary series,
followed by
boosters every
2-3 years
thereafter.

1. People at increased risk include those who have anatomic or functional asplenia

(including sickle cell disease) or persistent complement component deficiency, who
use a complement inhibitor (eculizumab [Soliris] or ravulizumab [Ultomiris]), who are
microbiologists routinely exposed to Neisseria meningitidis, or who are identified by
Ioct%I pult()hc health authorities as at risk due to an ongoing meningococcal B disease
outbreak.

2. If Dose #2 of the 2-dose Trumenba series is administered earlier than 6 months after Dose #1,
a third dose should be administered at least 4 months after Dose #2.

3. People at risk during an outbreak who have completed the MenB primary series may
receive the first MenB booster dose as early as 6 months after completing the primary
series, if recommended by public health authorities.

6. Document Vaccination

Document each patient’'s vaccine administration information and follow-up in the following places:
Medical record: Record the date the vaccine was administered, the manufacturer and lot number,
the vaccination site and route, and the name and title of the person administering the vaccine. You
must also document, in the patient’'s medical record or office log, the publication date of the VIS
and the date it was given to the patient. Note that medical records/charts should be documented
and retained in accordance with applicable state laws and regulations. If vaccine was not
administered, record the reason(s) for non-receipt of the vaccine (e.g., medical contraindication,
patient refusal); discuss the need for vaccination with any high-risk patient who refuses vaccination
at the next visit.

Personal immunization record card: Record the date of vaccination and the name/location of the
administering clinic.

Immunization Information System (lIS) or “registry”: Report the vaccination to the appropriate
state/local IS, if available.

7. Be Prepared to Manage Medical Emergencies

Be prepared for management of a medical emergency related to the administration of vaccine by
having a written emergency medical protocol available, as well as equipment and medications. For
IAC’s “Medical Management of Vaccine Reactions in Children and Teens in a Community Setting,” go
to www.immunize.org/catg.d/p3082a.pdf. For “Medical Management of Vaccine Reactions in Adult
Patients in a Community Setting,” go to www.immunize.org/catg.d/p3082.pdf. To prevent syncope,
vaccinate patients while they are seated or lying down and consider observing them for 15 minutes
after receipt of the vaccine.

Report Adverse Events to VAERS

Report all adverse events following the administration of meningococcal vaccine to the federal Vaccine
Adverse Event Reporting System (VAERS). To submit a VAERS report online (preferred) or to
download a writable PDF form, go to https://vaers.hhs.gov/reportevent.html. Further assistance is
available at (800) 822-7967.
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Administering Pneumococcal Conjugate Vaccine to Children

Purpose
To reduce morbidity and mortality from invasive pneumococcal disease by vaccinating all infants and
children who meet the criteria established by the Centers for Disease Control and Prevention’s Advisory
Committee on Immunization Practices (ACIP).

Policy
Where allowed by state law, standing orders enable eligible nurses and other healthcare professionals
(e.g., pharmacists) to assess the need for and vaccinate children and teens who meet any of the criteria
below.

Procedure

1. Assess Infants and Children in Need of Vaccination against invasive pneumococcal disease based
on the following criteria:

Routine pneumococcal vaccination

Pneumococcal conjugate vaccine (PCV13) should be administered routinely to all children ages 2 through
59 months.

Risk-based pneumococcal vaccination

e Age 2 years and older with chronic heart disease (particularly cyanotic congenital heart disease and
cardiac failure); chronic lung disease (including asthma treated with high-dose oral corticosteroids);
diabetes mellitus

¢ Age 2 years and older with cerebrospinal fluid leak; candidate for or recipient of cochlear implant

e Age 2 years and older with sickle cell disease and other hemoglobinopathies; anatomic or functional
asplenia; congenital or acquired immunodeficiency; HIV infection; chronic renal failure; nephrotic
syndrome; malignant neoplasms, leukemias, lymphomas, Hodgkin disease, and other diseases
associated with treatment with immunosuppressive drugs or radiation therapy; solid organ
transplantation, multiple myeloma

2. Screen for contraindications and precautions
Contraindications

¢ Do not give PCV13 to a child who has experienced a serious reaction (e.g., anaphylaxis) to a prior dose
of the vaccine or to any of its components (including to any diphtheria toxoid-containing vaccine). For
information on vaccine components, refer to the manufacturers’ package insert (www.immunize.org/fda)
or go to www.cdc.gov/vaccines/pubs/pinkbook/downloads/appendices/B/excipient-table-2.pdf.

Precautions
e Moderate or severe acute illness with or without fever

3. Provide Vaccine Information Statements

Provide all patients (or, in the case of minors, their parent, or legal representative) with a copy of the
most current federal Vaccine Information Statement (VIS). Provide non-English speaking patients with
a copy of the VIS in their native language, if one is available and desired; these can be found at
www.immunize.org/vis. (For information about how to document that the VIS was given, see section 6
titted “Document Vaccination.”)
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4. Prepare to Administer Vaccine

Choose the needle gauge, needle length, and injection site according to the following chart:

AGE OF CHILD/TEEN N EGE NEEDLE | INJECTION SITE
Younger than 12 months 22-25 1" Anterolateral thigh
1-11/4" Anterolateral thigh
12 through 35 months 22-25 581" muscle*™*
Deltoid muscle of arm
58" Deltoid muscle of arm**
Children (3 through 10 years) 22-25 1-11/4" Anterolateral thigh
muscle
M Deltoid muscle of arm™*
Adolescents and Teens (11 through 5871 .
18 years) 22-25 1=11/2" Anterolateral thigh
muscle

* Preferred site.

**A 5/8" needle may be used for children for IM injection in the
deltoid muscle only if the skin is stretched tight, the
subcutaneous tissue is not bunched, and the injection is made

at a 90-degree angle.

5. Administer pneumococcal conjugate vaccine (PCV13), 0.5 mL, via the intramuscular (IM) route, to all
healthy children as well as children with a medical condition or other risk factor according to the guidance

on page 4 (“Recommendations for Pneumococcal Vaccines Use in Children and Teens”).

Table 1. Recommended Schedule for Administering Pneumococcal Conjugate Vaccine (PCV13)

Vaccination Recommended PCV13 Schedule
Child’s age now history of (For minimum _interval guidance for
PCV13 catch-up vaccination, see * below)
2 through 6 months 0 doses 3 doses, 8 weeks* apart; 4th dose at age
12-15 months
2 doses, 8 weeks* apart; 4th dose at age
1 dose 12-15 months
2 doses 1 dose, 8 weeks™* after the most recent
dose; 4th dose at age 12—15 months
7 through 11 months 0 doses 2 doses, 8 weeks apart* and a 3rd dose

at age 12—15 months

1 or 2 doses before age 7
months

1 dose at age 7-11 months and a
2nd dose at age 12—-15 months, at
least 8 weeks after the most recent
dose

1dose at age 7-11
months

2 doses: 1 dose at age 7-11 months
and a 2nd dose at age 12—15 months,
at least 8 weeks after the most recent
dose

2doses atage 7-11
months

1 dose at age 12—15 months

12 through 23 months

Immunizations, PCV (Child)
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1 dose at or after age 12

months

1 dose, at least 8 weeks after the most
recent dose

2 or 3 doses before age

1 dose, at least 8 weeks after the most

12 months recent dose
2doses at or after age 12
months 0 doses
24 through 59 months (healthy 0 doses 1 dose
children) Any incomplete 1 dose, at least 8 weeks after the most
schedule*™* recent dose

3 below)

24 through 71 months (children
with underlying
condition as described in Table

medical

Unvaccinated or any
incomplete schedule™ of

less than 3 doses

2 doses: 1st dose at least 8 weeks
after most recent dose and a 2nd
dose at least 8 weeks later

Any incomplete schedule

** of 3 doses

1 dose, at least 8 weeks after the most
recent dose

6 through 18 years with
immunocompromising condition,
functional or anatomic asplenia
(see specific conditions in Table
3 below), cerebrospinal fluid
leak, or cochlear implant

No history of PCV13

1 dose

Table 2. Recommended Schedule for Administering Pneumococcal Polysaccharide

Vaccine ( PPSV 23)

Risk Group Schedule Reva!:cinati
for on with
Immunocompet Give 1 dose of Not indicated
ent children PPSV23 atage
and teens with 2years or older
underlying and at least 8
medical con- weeks after last
dition (see dose of PCV13
Table 3 atright)
Children and Give 1 dose of Give 1
teens with PPSV23 atage additional dose
immunocompro 2years orolder of PPSV23 at
mising and at least 8 least 5 years
condition, weeks after last following the
functional or dose of PCV13 first PPSV23;
anatomic the next
asplenia (see recommended
specific dose would be
conditions in at age 65 years
Table 3 at
right)
Children and If no history of Not indicated
teens age 6 PPSV23,give 1
years & older dose of
with chronic PPSV23 at
liver disease, least 8 weeks
alcoholism after any prior
PCV13 dose
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Table 3. Medical Conditions and Other Risk Factors That Are Indications for PCV13 or PPSV23

Risk Group | Condition

Immunoco Chronic heart disease (particularly
mpe- tent cyanotic congenital heart disease and

children cardiac failure); chronic lung disease
and teens (including asthma if treated with

age 2 prolonged high-dose oral corticosteroids);
years & diabetes mellitus; cerebrospinal fluid leak;
older with cochlear implant; for ages 6 years and
risk older: chronic liver disease, alcoholism
condition

Childrenand | « Sickle cell disease and other

teens age 2 | hemoglobinopathies

years &older | « Congenital or acquired asplenia, or
with splenic dysfunction

functional or
anatomic
asplenia

Children « HIV infection

and teens « Chronic renal failure and nephrotic

age 2 years syndrome

&olderwith | « Diseases associated with treatment

Immunocom with immunosuppressive drugs or

- promising radiation therapy (e.g., malignant

condition neoplasms, leukemias, lymphomas,
and Hodgkin disease; or solid organ
transplantation)

« Congenital immunodeficiency
(includes B- [humoral] or T-
lymphocyte deficiency; complement
deficiencies, particularly C1, C2, C3,
or C4 deficiency; and phagocytic
disorders [excluding chronic
granulomatous disease])

* Minimum interval between doses: For children younger than age 12 months: 4 weeks; for children age 12

months and older: 8 weeks.
** For information on completion of incomplete schedules, visit current “Recommended Immunization
Schedule for Children and Adolescents Age 18 Years or Younger—United States® at
www.cdc.gov/vaccines/schedules/hcp/child-adolescent.html.

6. Document Vaccination
Document each patient’s vaccine administration information and follow-up in the following places:

Medical record: Record the date the vaccine was administered, the manufacturer and lot number, the
vaccination site and route, and the name and address and, if appropriate, the title of the person
administering the vaccine. You must also document, in the patient’s medical record or office log, the
publication date of the VIS and the date it was given to the patient. Note that medical records/charts
should be documented and retained in accordance with applicable state laws and regulations. If vaccine
was not administered, record the reason(s) for non-receipt of the vaccine (e.g., medical contraindication,
patient refusal). Discuss the need for vaccine with the patient (or, in the case of a minor, their parent or
legal representative) at the next visit.

Personal immunization record card: Record the date of vaccination and the name/location of the
administering clinic.

Immunization Information System (lIS) or “registry”’: Report the vaccination to the appropriate
state/local IIS, if available.
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7. Be Prepared to Manage Medical Emergencies
Be prepared for management of a medical emergency related to the administration of vaccine by having a

written emergency medical protocol available, as well as equipment and medications. For IAC’s “Medical
Management of Vaccine Reactions in Children and Teens in Community Settings,” go to
www.immunize.org/catg.d/p3082a.pdf. For “Medical Management of Vaccine Reactions in Adults in
Community Settings,” go to www.immunize.org/catg.d/p3082.pdf. To prevent syncope, vaccinate patients

while they are seated or lying down and consider observing them for 15 minutes after receipt of the vaccine.

8. Report Adverse Events to VAERS

Report all adverse events following the administration of pneumococcal vaccine to the federal Vaccine
Adverse Event Reporting System (VAERS). To submit a VAERS report online (preferred) or to download a
writable PDF form, go to https://www.vaers.hhs.gov/report event.html. Further assistance is available at
(800) 822-7967.
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STANDING ORDERS FOR
Administering Pneumococcal Polysaccharide Vaccine (PPSV23) to Children
and Teens

Purpose

To reduce morbidity and mortality from pneumococcal disease by vaccinating all children and
teens who meet the criteria established by the Centers for Disease Control and Prevention’s
Advisory Committee on Immunization Practices (ACIP).

Policy
Where allowed by state law, standing orders enable eligible nurses and other healthcare

professionals (e.g., pharmacists) to assess the need for and vaccinate children and teens who
meet any of the criteria below.

Procedure
1. Assess Children and Teens in Need of Vaccination

a. CDC recommend 13-Valent Pneumococcal Conjugate Vaccine (PCV13) or 15-
Valent Pneumococcal Conjugate Vaccine (PSV15) for all infants as a series of 4
doses

* Give 1 dose at 2 months, 4 months, 6 months and 12 through 15 months.

+ Children who miss their shots or start the series later than
recommended should still get vaccinated. The number of doses
recommended and the intervals between doses will depend on
the child’s age when vaccination begins

b. Children ages 2-4 years old without certain medical conditions

+ CDC recommends PCV13 or PCV15 vaccination for children 2 through 4
years old who are unvaccinated or received an incomplete pneumococcal
conjugate vaccine (either PCV13 or PCV15) series. PCV13 and PCV15
can be used interchangeably.

* Give 1 dose of PCV13 or PCV15

c. CDC recommends pneumococcal vaccination for children 2 through 5 years old who
have certain medical conditions that increase their risk of pneumococcal disease
based on having any of the following conditions:
« chronic heart disease, particularly cyanotic congenital heart disease and cardiac
failure
« chronic lung disease, including asthma if treated with high-dose oral
corticosteroid therapy
« diabetes mellitus
» cerebrospinal fluid leak
« cochlear implant
+ Give 2 doses of a pneumococcal conjugate vaccine (either PCV13 or
PCV15) if they are unvaccinated or received an incomplete
pneumococcal conjugate vaccine series with <3 doses before 24
months of age. Give the second dose at least 8 weeks after the first.
* Give 1 dose of PCV13 or PCV15 if they received 3 doses of a
pneumococcal conjugate vaccine before 12 months but have not
received their fourth booster dose.

Immunizations-PPSV23 November 2022



+ Give 1 dose of PPSV23 at least 8 weeks after the pneumococcal
conjugate vaccine series is complete.
d. CDC recommends pneumococcal vaccination for children 2 through 5 years old who have
certain medical conditions that increase their risk of pneumococcal disease based on
having any of the following conditions

+ sickle cell disease and other hemoglobinopathies
« anatomic or functional asplenia

» congenital or acquired immunodeficiency

« HIV infection

« chronic renal failure or nephrotic syndrome

« diseases associated with treatment with immunosuppressive drugs or
radiation therapy, including malignant neoplasms, leukemias, lymphomas,
and Hodgkin disease

+ solid organ transplantation

+ Give 2 doses of a pneumococcal conjugate vaccine (either PCV13 or
PCV15) if they are unvaccinated or received an incomplete
pneumococcal conjugate vaccine series with <3 doses before 24
months of age. Give the second dose at least 8 weeks after the first.

* Give 1 dose of PCV13 or PCV15 if they received 3 doses of a
pneumococcal conjugate vaccine before 12 months but have not
received their fourth booster dose.

+ Give 2 doses of PPSV23 after the pneumococcal conjugate vaccine
series is complete. Give the first dose at least 8 weeks after any prior
pneumococcal conjugate vaccine dose, then give the second dose of
PPSV23 at least 5 years after the first PPSV23 dose

e. CDC recommends pneumococcal vaccination for children 6 through 18 years old who have
certain medical conditions that increase their risk of pneumococcal disease based on
having any of the following conditions

» Cerebrospinal fluid leak

» Cochlear implant
+ Give 1 dose of a pneumococcal conjugate vaccine (either PCV13 or
PCV15) if they have not received any doses of a pneumococcal
conjugate vaccine. Administer PCV13 or PCV15 before giving any
recommended doses of PPSV23.
+ Give 1 dose of PPSV23 (if not already given earlier in childhood) at
least 8 weeks after PCV13 or PCV15.
f. CDC recommends pneumococcal vaccination for children 6 through 18 years old who have
certain medical conditions that increase their risk of pneumococcal disease based on
having any of the following conditions

« Chronic renal failure or nephrotic syndrome

« Congenital immunodeficiency

« B- (humoral) or T-lymphocyte deficiency

- Complement deficiency, particularly C1, C2, C3, or C4 deficiency

« Phagocytic disorder, excluding chronic granulomatous disease

« Congenital or acquired asplenia, or splenic dysfunction

+ Diseases associated with treatment of immunosuppressive drugs or radiation

therapy
« Hodgkin disease
+  Leukemia

«  Lymphoma

« Malignant neoplasm

« Solid organ transplant

+ HIV infection

« Sickle cell disease or other hemoglobinopathies
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+ Give 1 dose of a pneumococcal conjugate vaccine (either PCV13 or
PCV15) if they have not received any doses of a pneumococcal
conjugate vaccine. Administer PCV13 or PCV15 before giving any
recommended doses of PPSV23.

*  Ensure the child receives 2 doses of PPSV23. The first dose of PPSV23
should be given at least 8 weeks after any prior pneumococcal conjugate
vaccine dose, then the second dose of PPSV23 should be given at least
5 years after the first dose of PPSV23.

g. CDC recommends pneumococcal vaccination for children 6 through 18 years old who have
certain medical conditions that increase their risk of pneumococcal disease based on
having any of the following conditions

» Chronic heart disease, particularly cyanotic congenital heart disease and cardiac
failure
» Chronic lung disease, including asthma if treated with prolonged high-dose oral
corticosteroid therapy
+ Diabetes mellitus
+ Give 1 dose of PPSV23 (if not already given earlier in childhood).

2. Screen for contraindications and precautions Contraindications

= Do not give PPSV23 to a child or teen who has experienced a serious reaction (e.g.,
anaphylaxis) to a prior dose of the vaccine or to any of its components. For information
on vaccine components, refer to the manufacturer’s package insert
(www.immunize.org/fda) or go to
www.cdc.gov/vaccines/pubs/pinkbook/downloads/appendices/B/excipient-table-2.pdf.
Precautions

= Moderate or severe acute illness with or without fever

3. Provide Vaccine Information Statements

Provide all patients (or, in the case of minors, their parent, or legal representative) with a
copy of the most current federal Vaccine Information Statement (VIS). Provide non-English
speaking patients with a copy of the VIS in their native language if one is available and
desired; these can be found at www.immunize.org/vis. (For information about how to
document that the VIS was given, see section 6 titled “Document Vaccination.”)
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4. Prepare to Administer Vaccine

PCV administered intramuscular (IM) or PPSV23 may be administered via either the intramuscular
(IM) or subcutaneous (SC) route. The PCV and PPSV23 dosage is 0.5 mL.

If vaccine is to be administered by the intramuscular route, choose the needle gauge, needle length,
and injection site according to the following chart

AGE OF CHILD/TEEN O NEFDLE INJECTION SITE
Younger than 12 months 22-25 1" Anterolateral thigh
1-11/4" Anterolateral thigh
12 through 35 months 22-25 51 muscle™
Deltoid muscle of
arm
58 _1" Deltoid muscle of
Children (3 through 10 years) 22-25 1—11/4" arm**
B Anterolateral thigh
muscle
g Deltoid muscle of
Adolescents and Teens (11 through 22_95 7871 arm**
18 years) =172 Anterolateral thigh
muscle

* A 5/8" needle may be used for children for IM injection in the deltoid muscle only if the skin is
stretched tight, the subcutaneous tissue is not bunched, and the injection is made at a 90-degree
angle.

** Preferred site.

If vaccine is to be administered by the subcutaneous route, choose the needle gauge, needle length,
and injection site according to the following chart:

NEEDLE
GAUGE NEEDLE LENGTH INJECTION SITE

23-25 5/8" Fatty tissue over triceps or

fatty tissue over anterolateral
thigh muscle

Additional vaccine information:

e PCV13 https://www.fda.gov/files/vaccines%2C%20blood%20%26%20biologics/published/Package-

Insert ----- Prevnar-13.pdf
e PCV 15 https://www.fda.gov/media/150819/download
e PPSV23 hitps://www.fda.gov/media/80547/download
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5. Document Vaccination
Document each patient’s vaccine administration information and follow-up in the following places:

Medical record: Record the date the vaccine was administered, the manufacturer and lot number,
the vaccination site and route, and the name and title of the person administering the vaccine. You
must also document, in the patient’s medical record or office log, the publication date of the VIS and
the date it was given to the patient. Note that medical records/charts should be documented and
retained in accordance with applicable state laws and regulations. If vaccine was not administered,
record the reason(s) for non-receipt of the vaccine (e.g., medical contraindication, patient refusal).
Discuss the need for vaccine with the patient (or, in the case of a minor, their parent or legal
representative) at the next visit.

Personal immunization record card: Record the date of vaccination and the name/location of the
administering clinic.

Immunization Information System (lIS) or “registry”: Report the vaccination to the appropriate
state/local 1S, if available.

6. Be Prepared to Manage Medical Emergencies
Be prepared for management of a medical emergency related to the administration of vaccine by
having a written emergency medical protocol available, as well as equipment and medications. For
IAC’s “Medical Management of Vaccine Reactions in Children and Teens,” go to
www.immunize.org/catg.d/p3082a.pdf. For “Medical Management of Vaccine Reactions in Adult
Patients,” go to www.immunize.org/catg.d/p3082.pdf. To prevent syncope, vaccinate patients while
they are seated or lying down and consider observing them for 15 minutes after receipt of the
vaccine.

7. Report Adverse Events to VAERS
Report all adverse events following the administration of PPSV23 vaccine to the federal Vaccine
Adverse Event Reporting System (VAERS). To submit a VAERS report online (preferred) or to
download a writable PDF form, go to https://vaers.hhs.gov/reportevent.html. Further assistance is
available at (800) 822-7967.
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STANDING ORDERS FOR
Administering Pneumococcal Vaccines (PCV15, PCV20, and PPSV23) to Adults

Purpose

To reduce morbidity and mortality from pneumococcal disease by vaccinating all adults who
meet the criteria established by the Centers for Disease Control and Prevention’s Advisory
Committee on Immunization Practices.

Policy

Where allowed by state law, standing orders enable eligible nurses, pharmacists, and other
healthcare professionals to assess the need for vaccination and to vaccinate adults who
meet any of the criteria below.

Procedure

1. Assess Adults for Need of Vaccination against Streptococcus pneumoniae
(pneumococcus) infection according to the following criteria:

Routine Pneumococcal Vaccination

Age 65 years or older

Risk-Based Pneumococcal Vaccination

Age 19 through 64 years with any of the following conditions:

¢ Non-immunocompromising conditions: Chronic heart disease’, chronic lung
disease?, diabetes mellitus, chronic liver disease, cirrhosis, cigarette smoking,
alcoholism, cochlear implant, cerebrospinal fluid (CSF) leak

¢ Immunocompromising conditions: Sickle cell disease, other hemoglobinopathy,
congenital or acquired asplenia, congenital or acquired immunodeficiency?, HIV,
chronic renal failure, nephrotic syndrome, leukemia, lymphoma, multiple myeloma,
generalized malignancy, Hodgkin's disease, solid organ transplant, iatrogenic
immunosuppression*

1. Chronic heart disease includes congestive heart failure and cardiomyopathies.

2. Chronic lung disease includes chronic obstructive pulmonary disease, emphysema,
and asthma.

3. Congenital or acquired immunodeficiency includes B- (humoral) or T-lymphocyte
deficiency, complement deficiencies (particularly C1, C2, C3, and C4 deficiencies), and
phagocytic disorders (excluding chronic granulomatous disease).

4. latrogenic immunosuppression includes diseases requiring treatment with
immunosuppressive drugs, including long-term systemic corticosteroids, and
radiation therapy.

2. Screen for Contraindications and Precautions

Contraindications

Do not give pneumococcal conjugate vaccine (PCV15, Vaxneuvance, Merck; PCV20,
Prevnar20, Pfizer) or pneumococcal polysaccharide vaccine (PPSV23, Pneumovax 23,
Merck) to a person who has experienced a serious systemic or anaphylactic reaction to a
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prior dose of the vaccine or to any of its components. For a list of vaccine components, refer
to the manufacturer’s package insert (www.immunize.org/fda) or go to www.cdc.gov/
vaccines/pubs/pinkbook/downloads/appendices/B/excipient-table-2.pdf.

Precautions
Moderate or severe acute illness with or without fever

3. Provide Vaccine Information Statements

Provide all patients with a copy of the most current federal Vaccine Information Statement
(VIS). Provide non- English speaking patients with a copy of the VIS in their native language,
if one is available and desired; these can be found at www.immunize.org/vis. (For
information about how to document that the VIS was given, see section 6 titled “Document
Vaccination.”)

4. Prepare to Administer Vaccine

PCV15 and PCV20 must be given IM. PPSV23 may be administered either
intramuscularly (IM) or subcutaneously (Subcut).

For vaccine that is to be administered IM, choose the needle gauge, needle length, and
injection site according to the following chart:

GENDER AND WEIGHT NEEDLE NEEDLE

OF PATIENT GAUGE LENGTH INJECTION SITE
Fremale or male less than 22-25 5/8"-1" Deltoid muscle of arm
130 lbs

Ezmale or male 130-152 22-25 1" Deltoid muscle of arm
Female 153-200 Ibs 22-25 1-11/2" Deltoid muscle of arm
Male 153-260 Ibs 22-25 1-11/2” Deltoid muscle of arm
Female 200+ Ibs 22-25 11/2” Deltoid muscle of arm
Male 260+ Ibs 22-25 11/2” Deltoid muscle of arm
Female or male, any 29_05 1"_11/2” Anterolateralthigh
weight muscle

* Alternative needle lengths may be used for IM injections if the skin is stretched tight, the
subcutaneous tissue is not bunched,

and the in{'ection is made ata90° an%e to the skin as follows: a) a 5/8" needle

for patients weighing less than 130 sé<60 kg) or b) a 1" needle for

administration in the thigh muscle for adults of any weight.

If you prefer Subcutaneous injection of PPSV23, choose a 23-25 gauge, 5/8" needle for
injection into the fatty tissue overlying the triceps muscle.

5. Administer PCV15, PCV20, and PPSV23, 0.5 mL, according to the following schedules
based on the recipient's history of pneumococcal vaccination:
o PCV15 and PCV20 must be administered by the IM route.
o PPSV23 may be administered either IM or Subcutaneous.

Recommendations for a) all adults age 65 years or older and b) all adults age 19
through 64 years with an indication for pneumococcal vaccination due to a medical
condition or other risk factor:

For adults with no or unknown history of any pneumococcal vaccination: Select only
one of the two options below


http://www.immunize.org/fda)
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Option 1 Option 2
Administer PCV15, then
Administer PCV20 Of  Administer PPSV23 at least
one year later (1)

1. For adults with an immunocompromisin
condition, cochlear implant, or CSF leak, a shorter
interval of at least 8 weeks is recommended when
administering PPSV23 (or PCV20 if PPSV23 is
unavailable)Tollowing prior PCV13: an 8-week
interval can’be considered when PPSV23 is
administered after PCV15.

For adults who have only received PPSV23: Select only one of the two options below.
Note: No further doses of PPSV23 are indicated because the patients have already had it.

Option 1 Option 2
Administer PCV20 atleast or  Administer PCV15 at least
1 year after PPSV23 1 year after PPSV23



For adults with a history of PCV13 vaccination with or without a history of PPSV23: Select
option below based on patient's age

Table 1. Routine vaccination for all adults 65 and older

|
PCV :I;PSVZ RECOMMENDED VACCINATION SCHEDULE
PCV13 | Oor Administer PPSV23 at least 1 year after PCV13;
unknown | if PPSV23 is unavailable,” administer 1 dose of
PCV20. (1)
PCV13 | PPSV23 | Administer PPSV23 at least 5 years after previous dose
at and at least 1 year after PCV13; if PPSV23 is
younger unavailable,* administer 1 dose of PCV20. (1)
than 65
yrs
PCV13 | PPSV2 | No additional doses recommended
3at6s
yrs or
older

Table 2. Risk-based vaccination schedule for adults ages 19 through 64 years

HISTORY | HISTORY
OF PCV OFPPSV23 | RECOMMENDED VACCINATION SCHEDULE

PCV13 Oor Administer PPSV23 at least 1 year after PCV13; if PPSV23 is unavailable, *
unknow administer PCV20. (1,2)
n
PCV13 1 dose No additional doses recommended when younger than age 65 years;
however, for adults with an immunocompromising condition, administer
PPSV23 #2 at least 5 years after PPSV23 dose #1 and at least 1 year after
PCV13. (1,2)
PCV13 2 doses No additional doses recommended when younger than age 65 yrs. (2)

*Unavailable = not in stock at time of vaccination visit

1._For adults with an immunocompromising condition, cochlear implant, or CSF leak, a shorter interval
of at least 8 weeks is recommended when administering PPSV23 (%r PCV20 if PPSV23 is unavailable)
%(I:I%v%/?g prior PCV13; an 8-week interval can be considered when PPSV23 is administered after

2. For adults I%%e 19 througih 64 years with an immunocompromising condition, administer PPSV23 #2 at least
5 years after PPSV23 #1.1f PPSV23 #2 is also administered before age 65, administer PPSV23 #3 after the
65th birthday and at least 5 years after #2. If PCV20 is administered because PPSV23 is unavailable,* no
additional déses of PPSV23 are indicated.

6. Document Vaccination

Document each patient’s vaccine administration information and follow up in the following
places:

Medical record: Document the date the vaccine was administered, the manufacturer and
lot number, the vaccination site and route, and the name and title of the person

administering the vaccine. You must also document, in the patient’s medical record or office
log, the publication date of the VIS and the date it was given to the patient. Note that



medical records/charts should be documented and retained in accordance with applicable
state laws and regulations. If vaccine was not administered, record the reason(s) for non-
receipt of the vaccine (e.g., medical contraindication, patient refusal). Discuss the need for
vaccine with the patient at the next visit.

Personal immunization record card: Record the date of vaccination and the name/location
of the administering clinic.

Immunization Information System (IIS) or “registry”: Report the vaccination to the
appropriate state/local IIS, if available.

7. Be Prepared to Manage Medical Emergencies

Be prepared for management of a medical emergency related to the administration of
vaccine by having a written emergency medical protocol available, as well as equipment and
medications. For Immunize.org’s “Medical Management of Vaccine Reactions in Adults in a
Community Setting,” go to www.immunize.org/catg.d/p3082. pdf. To prevent syncope,
vaccinate patients while they are seated or lying down and consider observing them for 15
minutes after receipt of the vaccine

8. Report All Adverse Events to VAERS

Report all adverse events following the administration of pneumococcal vaccine to the
federal Vaccine Adverse Event Reporting System (VAERS) at www.vaers.hhs.gov. To
submit a VAERS report online (preferred) or to download a writable PDF form, go to
https://www.vaers.hhs.gov/reportevent.html. Further assistance is available at (800) 822-
7967.
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assay. Continued approval for this indication may be contingent upon verification and description of clinical benefit in a injection site, muscle pain, fatigue, headache, and arthralgia. Additionally, injection site swelling was also reported (>10%)
canfirmatory tria in adults 18 through 59 years of age
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Standing Orders for Administering Rotavirus Vaccine to Infants

Purpose
o To reduce morbidity and mortality from rotavirus disease by vaccinating all infants who

meet the criteria established by the Centers for Disease Control and Prevention’s
Advisory Committee on Immunization Practices (ACIP).

Policy
o Where allowed by state law, standing orders enable eligible nurses and other healthcare professionals
(e.g., pharmacists) to assess the need for and vaccinate children and teens who meet any of the
criteria below.

o Review the package insert prior to administration and confirm storage and handling guidance.

Procedure
o Assess Infants in Need of Vaccination against rotavirus disease based on the following criteria:

o Routine rotavirus vaccination
= Age 2 months through 14 weeks, 6 days who have not initiated a series of rotavirus
vaccine

= Age 8 months, 0 days or younger who have not completed a series of rotavirus vaccine

Screen for contraindications and precautions

= Contraindications

o Do not give rotavirus vaccine (Rotarix [RV1] by GSK or RotaTeq [RV5] by Merck) to a child who
has experienced a serious reaction (e.g., anaphylaxis) to a prior dose of the vaccine or to any
of its components. For information on vaccine components, refer to the manufacturers’
package insert (www.immunize.org/fda) or go to
www.cdc.gov/vaccines/pubs/pinkbook/downloads/appendices/B/excipient-table-2.pdf. If
child has allergy to latex, use RV5.

o Do not give rotavirus vaccine to an infant who has had a diagnosis of severe combined immunodeficiency (SCID).

o Do not give rotavirus vaccine to an infant who has a history of intussusception.

=  Precautions

o Moderate or severe acute illness. with or without fever
o Altered immunocompetence other than SCID

o Chronic gastrointestinal disease

o For RV1 only, spina bifida or bladder exstrophy

Provide Vaccine Information Statements

¢ Provide all patients (or, in the case of minors, their parent, or legal representative) with a copy of the
most current federal Vaccine Information Statement (VIS). Provide non-English speaking patients with
a copy of the VIS in their native language, if one is available and desired; these can be found at
www.immunize.org/vis. (For information about how to document that the VIS was given, see section
6 titled “Document Vaccination.”)

Prepare to Administer Vaccine

¢ Both rotavirus vaccines (RV1 and RV5) are administered via the oral route. RV1 also needs to be
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reconstituted with the supplied diluent no more than 24 hours before use. The schedule for
administering each vaccine is as follows:

e Schedule for routine vaccination:

VACCINE PRODUCT SCHEDULE
Rotarix (RV1) Ages 2m1, 4m2.3
RotaTeq (RV5) Ages 2m’1, 4m2 6m2.3

1 May give dose #1 as early as age 6 weeks. If not given by age 2 months, vaccine may be
initiated at an older age but not exceeding age 14 weeks, 6 days.

2 Intervals between doses may be as short as 4 weeks.
3 Givefinal dose nolaterthan age 8 months, 0 days.

Note: If prior vaccination included use of a different or unknown brand(s), a total of 3 doses should be given.

Administer Rotavirus Vaccine (RV1 or RV5)

¢ Toall healthy children via the oral route according to the guidance.

Document Vaccination
¢ Document each patient’s vaccine administration information and follow-up in the following places:

o Medical record: Record the date the vaccine was administered, the manufacturer and lot
number, the vaccination site and route, and the name and address and, if appropriate, the
title of the person administering the vaccine. You must also document, in the patient’s medical record or
office log, the publication date of the VIS and the date it was given to the patient. Note that medical
records/charts should be documented and retained in accordance with applicable state laws
and regulations. If vaccine was not administered, record the reason(s) for non-receipt of the
vaccine (e.g., medical contraindication, patient refusal). Discuss the need for vaccine with
the patient (or, in the case of a minor, their parent or legal representative) at the next visit.

o Personal immunization record card: Record the date of vaccination and the name/location of
the administering clinic.

o Immunization Information System (lIS) or “registry”: Report the vaccination to the appropriate
state or local IIS, if available.

Be Prepared to Manage Medical Emergencies

e Be prepared for management of a medical emergency related to the administration of vaccine by
having a written emergency medical protocol available, as well as equipment and medications. For
IAC’s “Medical Management of Vaccine Reactions in Children and Teens,” go to
www.immunize.org/catg.d/p3082a.pdf. For “Medical Management of Vaccine Reactions in Adult
Patients,” go to www.immunize.org/catg.d/p3082.pdf.

e Toprevent syncope, vaccinate patients while they are seated or lying down and consider observing them
for 15 minutes after receipt of the vaccine.

Report Adverse Events to VAERS

¢ Report all adverse events following the administration of rotavirus vaccine to the federal Vaccine
Adverse Event Reporting System (VAERS). To submit a VAERS report online (preferred) or to
download a writable PDF form, go to https://www.vaers.hhs.gov/reportevent.html. Further
assistance is available at (800) 822-7967.
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STANDING ORDERS FOR
Administering Td/Tdap Vaccine to Adults

Purpose
To reduce morbidity and mortality from tetanus, diphtheria, and pertussis infection by vaccinating all adults

who meet the criteria established by the Centers for Disease Control and Prevention’s Advisory Committee on
Immunization Practices.

Policy
Where allowed by state law, standing orders enable eligible nurses and other healthcare professionals (e.g.,
pharmacists) to assess the need for vaccination and to vaccinate adults who meet any of the criteria below.

Procedure

1. Assess Adults for Need of Vaccination against tetanus, diphtheria, and pertussis based on the following
criteria:

 Lack of documentation of ever receiving a dose of tetanus and diphtheria toxoids and acellular pertussis
vaccine (Tdap) as an adolescent or adult

o Currently pregnant (preferably between 27 and 36 weeks gestation) and no documentation of Tdap
given during current pregnancy

 Lack of documentation of receiving at least 3 doses of tetanus- and diphtheria-containing toxoids

« Completion of a 3-dose primary series of tetanus- and diphtheria-containing toxoids with no
documentation of receiving a booster dose in the previous 10 years

¢ Recent deep and dirty wound (e.g., contaminated with dirt, feces, saliva) and lack of evidence of having
received tetanus toxoid-containing vaccine in the previous 5 years

2. Screen for Contraindications and Precautions

Contraindications

¢ Do not give Tdap or Td to a person who has experienced a serious systemic or anaphylactic reaction
to a prior dose of either vaccine or to any of its components. For a list of vaccine components, refer to
the manufacturer’s package insert (www.immunize.org/fda) or go to
www.cdc.gov/vaccines/pubs/pinkbook/downloads/ appendices/B/excipient-table-2.pdf.

« Do not give Tdap to a person who has experienced encephalopathy within 7 days following
DTP/DTaP/Tdap not attributable to another identifiable cause.

Precautions

« History of Guillain-Barré syndrome within 6 weeks of a previous dose of tetanus toxoid-containing
vaccine

o History of an Arthus-type hypersensitivity reaction after a previous dose of tetanus or diphtheria
toxoid-containing vaccine; in such cases, defer vaccination until at least 10 years have elapsed since
the last tetanus toxoid- containing vaccine

« Moderate or severe acute illness with or without fever

o For Tdap only: progressive or unstable neurologic disorder, uncontrolled seizures or progressive
encephalopathy until the patient’s treatment regimen has been established and the condition has
stabilized

3. Provide Vaccine Information Statements

Provide all patients with a copy of the most current federal Vaccine Information Statement (VIS). Provide
non-English speaking patients with a copy of the VIS in their native language, if one is available and
desired; these can be found at www.immunize.org/vis. (For information about how to document that the
VIS was given, see section 6 titled "Document Vaccination.”)
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Standing Orders for Administering Td/Tdap Vaccine to Adults (continued) page 2 of 3
4. Prepare to Administer Vaccine
Choose the needle gauge, needle length, and injection site according to the following chart:
GENDER AND WEIGHT OF NEEDLE NEEDLE
PATIENT GAUGE LENGTH INJECTION SITE
Female or male less than 130 Ibs 22-25 5/8*-1" Deltoid muscle of arm
Female or male 130-152 Ibs 22-25 1" Deltoid muscle of arm
Female 153-200 Ibs 22-25 1-11/2" Deltoid muscle of arm
Male 153-260 Ibs 22-25 1-11/2" Deltoid muscle of arm
Female 200+ Ibs 22-25 11/2" Deltoid muscle of arm
Male 260+ Ibs 22-25 11/2" Deltoid muscle of arm
* A 5/8" needle may be used in patients weighing less than 130 Ibs (<60 kg) for IM
injection in the deltoid muscle only if the skin is stretched tight, the subcutaneous tissue
is not bunched, and the injection is made at a 90° angle to the skin.
5. Administer Td or Tdap Vaccine, 0.5 mL, via the intramuscular (IM) route, according to the following
criteria and schedule:
The routine schedule for Td or Tdap vaccination in adults with no history of receiving any
diphtheria-, tetanus-, and/or pertussis-containing vaccine as children or adults, is to
administer a 3-dose series at 0, 1, and 6-12 month intervals, including one dose of Tdap,
preferably as the first dose, followed by a either Td or Tdap booster every 10 years.
HISTORY OF PREVIOUS DTP
’ DOSE AND SCHEDULE FOR ADMINISTRATION
DTaP, Td, or Tdap VACCINATION OF Td and Tdap™
Give Tdap as dose #1. Give dose #2 (Td or Tdap) at
Endgvil;mented doses, or none least 4 weeks later, and dose #3 (Td or Tdap) 6-12
months after dose #2.
Give Tdap as dose #2 at least 4 weeks after
1 previous dose (not Tdap) dose #1. Give dose #3 (Td or Tdap) 6—-12
months after dose #2.
Give Td or Tdap as dose #2 at least 4 weeks
1 previous dose (as Tdap) after dose #1. Give dose #3 (Td or Tdap) 6-12
months after dose #2.
2 previous doses (none Tdap) glzv.e Tdap as dose #3 at least 6 months after dose
2 previous doses (including 1 Tdap) Give dose #3 (Td or Tdap) at least 6 months after
dose #2.
3 or more previous doses (none Give Tdap as soon as possible. (You do not need to
Tdap) wait 10 years from previous dose.)
3 or more previous doses Give Td or Tdap booster every 10 years unless
(including 1 dose of Tdap) patient needs pro-phylaxis for wound management
sooner.
**Either Td or Tdap may be given for catch-up and booster doses.
Tdap vaccination for pregnant women
Pregnant women should receive Tdap during each pregnancy, preferably early during the
window of 27 through 36 weeks’ gestation, regardless of number of years since prior Td or
Tdap vaccination.
Immunizations-Td Tdap (Adult) July 2022



Standing Orders for Administering Td/Tdap Vaccine to Adults (continued) page 3 of 3

6. Document Vaccination
Document each patient’s vaccine administration information and follow up in the following places:

Medical record: Record the date the vaccine was administered, the manufacturer and lot number, the
vaccination site and route, and the name and title of the person administering the vaccine. You must also
document, in the patient’s medical record or office log, the publication date of the VIS and the date it was
given to the patient. Note that medical records/charts should be documented and retained in accordance
with applicable state laws and regulations. If vaccine was not administered, record the reason(s) for non-
receipt of the vaccine (e.g., medical contraindication, patient refusal). Discuss the need for vaccination
with the patient at the next visit.

Personal immunization record card: Record the date of vaccination and the name/location of the
administering clinic.

Immunization Information System (1IS) or “registry”: Report the vaccination to the appropriate state/local
IS, if available.

7. Be Prepared to Manage Medical Emergencies

Be prepared for management of a medical emergency related to the administration of vaccine by having
a written emergency medical protocol available, as well as equipment and medications. For IAC's
“Medical Management of Vaccine Reactions in Adults in a Community Setting,” go to
www.immunize.org/catg.d/p3082.pdf. To prevent syncope, vaccinate patients while they are seated or
lying down and consider observing them for 15 minutes after receipt of the vaccine.

8. Report all Adverse Events to VAERS

Report all adverse events following the administration of tetanus-, diphtheria-, and pertussis-
containing vaccine to the federal Vaccine Adverse Event Reporting System (VAERS). To submit a
VAERS report online (preferred) or to download a writable PDF form, go to
http://vaers.hhs.gov/reportevent.html. Further assistance is available at (800) 822-7967.
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Standing Orders For .
Administering Tdap To Pregnant Women

Purpose

Policy

To reduce morbidity and mortality from tetanus, diphtheria, and pertussis by vaccinating all
pregnant women who meet the criteria established by the Centers for Disease Control and
Prevention’s Advisory Committee on Immunization Practices.

Where allowed by state law, standing orders enable eligible nurses and other healthcare
professionals (e.g., pharmacists) to assess the need for and vaccinate pregnant women who
meet any of the criteria below.

Review the package insert prior to administration and confirm storage and handling
guidance.

Procedure

Assess pregnant women, including teens, for need of vaccination against tetanus,
diphtheria, and pertussis based on the following criteria:

o Currently pregnant (preferably between 27- and 36-weeks gestation) and no
documentation of receiving a dose of tetanus and diphtheria toxoids and acellular
pertussis vaccine (Tdap) during current pregnancy

o Lack of documentation of receiving at least 3 doses of tetanus- and diphtheria-
containing toxoids (Tdap/Td)

Screen for contraindications and precautions

Contraindications
o Do not give Tdap vaccine to a pregnant woman or teen who has experienced a serious
systemic or anaphylactic reaction to a prior dose of the vaccine or to any of its
components. For information on vaccine components, refer to the manufacturer’s
package insert (www.immunize.org/fda) or go to
www.cdc.gov/vaccines/pubs/pinkbook/downloads/appendices/B/excipient-table-2.pdf.

R e A S D AR S A A e e B s e
Precautions

o Moderate or severe acute illness with or without fever

o History of Guillain-Barré syndrome within 6 weeks of a previous dose of tetanus toxoid-
containing vaccine

o History of an Arthus-type hypersensitivity reaction after a previous dose of tetanus or
dié)htheria toxoid- containing vaccine; in such cases, defer vaccination until at least
10 years have elapsed since the last tetanus toxoid-containing vaccine

o Coma, progressive or unstable neurologic disorder, uncontrolled seizures or
progressive encephalopathy until the patient’s treatment regimen has been
established and the condition has stabilized

Provide Vaccine Information Statements

Provide all patients with a copy of the most current federal Vaccine Information Statement
(VIS) available at www.immunize.org/vis. You must document in the patient’s medical record or
office log, the publication date of the VIS and the date it was given to the patient. Provide non-
English speaking patients with a copy of the VIS in their native language, if one is available and
desired; these can be found at www.immunize.org/vis. (For information about how to document
that the VIS was given, see section 6 titled “Document Vaccination.”)
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Prepare to Administer Vaccine

Choose the needle gauge, needle length, and injection site according to the following chart:

Weight of Female Patient

Needle Gauge

Needle Length Injection Site

Less Than 130 Lbs. 22-25 5/8"*—1" Deltoid Muscle of Arm
130-152 Lbs. 22-25 1" Deltoid Muscle of Arm
153-200 Lbs. 22-25 1-11/2" Deltoid Muscle of Arm
200+ Lbs. 22-25 11/2" Deltoid Muscle of Arm

* A 5/8" needle may be used in patients weighing less than 130 Ibs (<60 kg) for IM injection in the deltoid
muscle only if the skin is stretched tight, the subcutaneous tissue is not bunched, and the injection is

made at a 90-degree angle to the skin.

Administer Tdap Vaccine, 0.5 mL, IM, according to the table below:

History of Previous Dtp, DTap, Td,
or Tdap Vaccination

Dose and Schedule for Administration Of Tdap
(During Current Pregnancy) And Subsequent Td Or
Tdap

0 documented doses, or none known

Give Tdapt as dose #1. Give dose #2 (Td or Tdap) at least
4 weeks later, and dose #3 (Td or Tdap) 6—12 months after
dose #2.

1 previous dose (not Tdap)

Give Tdapt as dose #2 at least 4 weeks after dose #1.
Give dose #3 (Td or Tdap) 612 months after dose #2.

1 previous dose (as Tdap) given
before current pregnancy

Give Tdapt as dose #2 and at least 4 weeks after dose
#1. Give dose #3 (Td or Tdap) 6—12 months after dose #2.

before current pregnancy)

2 previous doses (none Tdap) Give Tdapt as dose #3.
2 previous doses (including 1 Tdap .

given before current pregnancy) Give Tdapt as dose #3.
3 or more previous doses (none Tdap) Give Tdap.t

3 or more previous doses

(including 1 dose of Tdap given Give Tdap.t

+Tdap should be administered early in the third trimes-ter of each preg-nancy, preferably in early part of gestational weeks 27-36.

Document Vaccination

¢ Document each patient’s vaccine administration information and any needed follow-up in the

following places:

o Medical record: Record the date the vaccine was administered, the manufacturer and lot
number, the vaccination site and route, and the name and address and, if appropriate,
the title of the person administering the vaccine. Note that medical records/charts should
be documented and retained in accordance with applicable state laws and regulations. If
vaccine was not administered, record the reason(s) for non-receipt of the vaccine (e.g.,
medical contraindication, patient refusal). Discuss the need for vaccination with the

patient at the next visit.

o Personal immun{;z
name/location o

z?]tion drecord card: Record the date of vaccination and the
the administering clinic.

o Immunization /nfoAg’(l:at(cf%S%stem g{)% or “registry”: Report the vaccination to the

appropriate state/loca
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Be Prepared to Manage Medical Emergencies

¢ Be prepared for management of a medical emergency related to the administration of vaccine by
having a written emergency medical protocol available, as well as equipment and medications.
For IAC’s “Medical Management of Vaccine Reactions in Adults in a Community Setting,” go to
www.immunize.org/catg.d/p3082.pdf. For IAC’s “Medical Management of Vaccine Reactions in
Children and Teens in a Community Setting,” go to www.immunize.org/catg.d/p3082a.pdf. To
prevent syncope, vaccinate patients while they are seated or lying down and consider observing
them for 15 minutes after receipt of the vaccine.

Report Adverse Events to VAERS

¢ Report all adverse events following the administration of Tdap vaccine to the federal Vaccine
Adverse Event Reporting System (VAERS). To submit a VAERS report online (preferred) or to
download a writable PDF form, go to https://vaers.hhs.gov/reportevent.html. Further assistance
is available at (800) 822-7967.
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Purpose

STANDING ORDERS FOR
Administering Tdap/Td Vaccine to Children Age 7 Years and Older

To reduce morbidity and mortality from tetanus, diphtheria, and pertussis by vaccinating all children and
teens who meet the criteria established by the Centers for Disease Control and Prevention’s Advisory
Committee on Immunization Practices (ACIP).

Policy

Where allowed by state law, standing orders enable eligible nurses and other healthcare professionals (e.g.,
pharmacists) to assess the need for and vaccinate children and teens who meet any of the criteria below.

Procedure
1.

Assess Children in Need of Vaccination against diphtheria, tetanus, and pertussis based on the

following criteria:

= Lack of documentation of at least 4 doses of diphtheria and tetanus toxoids and pertussis vaccine
(DTaP), with at least one dose given after age 4 years and with the most recent dose given a minimum
of 4 calendar months after the preceding dose

» Lack of documentation of at least 3 doses of diphtheria and tetanus toxoid-containing vaccine (e.g., DT,
Tdap, Td)

= Lack of documentation of a pertussis-containing vaccine given at age 10 years or older

= Currently pregnant (preferably between 27 and 36 weeks gestation) and no documentation of Tdap
given during the current pregnancy, or

= Completion of a 3-dose primary series of diphtheria and tetanus toxoid-containing vaccine (DTaP, DT,
Tdap, Td) with receipt of the last dose being 10 years ago or longer

. Screen for contraindications and

precautions Contraindications

= Do not give Td or Tdap to a child or teen who has experienced a serious reaction (e.g.,
anaphylaxis) to a prior dose of the vaccine or to any of its components. For information on vaccine
components, refer to the manufacturers’ package insert (www.immunize.org/fda) or go to
www.cdc.gov/vaccines/pubs/pinkbook/downloads/appendices/B/excipient-table-2.pdf.

= Do not give any Tdap to a child or teen who has experienced encephalopathy not attributable to
another identifiable cause within 7 days following a previous dose of DTP, DTaP or Tdap.

Precautions
= Moderate or severe acute illness with or without fever

= History of an Arthus-type hypersensitivity reaction after a previous doses of tetanus or diphtheria
toxoid- containing vaccine; in such cases, defer vaccination until at least 10 years have elapsed since
the last tetanus toxoid-containing vaccine

= History of Guillain-Barré syndrome within 6 weeks of previous dose of tetanus toxoid-containing
vaccine

= For Tdap only: progressive or unstable neurologic disorder (including infa