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	PURPOSE:
	The Lake County Health Department (LCHD) is committed to preventing transmission of the Orthopoxvirus by administering vaccine to reduce morbidity and mortality by vaccinating persons who meet the criteria established by the Centers for Disease Control and Prevention’s Advisory Committee on Immunization Practices (ACIP).

As recommended by the Food and Drug Administration and the ACIP, the Orthopoxvirus vaccine (JYNNEOS®) is to be administered to individuals 18 years old and older via subcutaneous injection.  Since August 9, 2022, the FDA has authorized under an Emergency Use Authorization, a subcutaneous JYNNEOS injection for people aged <18 years and a interadermal JYNNEOS injection (as dose-sparing strategy) for >18 years old.


	SCOPE:
	This standing order authorizes the administration of the JYNNEOS vaccine for prevention of smallpox and monkeypox disease in children and adults determined to be at high risk for smallpox or monkeypox infection at Points of Dispensation Sites (PODS), public health clinics, partner PODS, and for home-bound patients, under the supervision of the Lake County Health Department.

Under these orders, any healthcare provider, registered professional nurse, pharmacist, or mid-level practitioner, including advance practice registered nurse and physician assistants, licensed by the State of Illinois, may 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. Medical, nursing, and pharmacist students and medical assistants (under direct supervision of a licensed medical provider, nurse, and pharmacist, respectively) may also assess and vaccinate individuals1. Medical assistants may assess and vaccinate persons only when a physician or advanced practice registered nurse (APRN) is on site and working under their supervision. 

The healthcare personnel vaccinating individuals must complete the following training and meet State and local health department requirements for competency:
· HIPPA Training12
· You Call the Shots Module Eighteen-Vaccine Administration1 
· You call the shots Module 10 for storage and handling2
· OSHA training3
· Blood Borne Pathogen Training3
· How to administer a subcutaneous vaccine4 
· How to administer a JYNNEOS vaccine intradermally5

	VACCINES – LCHD/CHC 
	
Table 1. Preferred Formulary of Orthopoxvirus Vaccines 2020–2023
*Adults with history of keloid scarring may receive subcutaneous doses for series.
	Vaccine manufacturer
	Age
	Route of Administration
	Dilution required
	Primary series

	
	
	
	
	Dose
	Injection volume

	JYNNEOS®
	<18 years
	subcutaneous
	No
	2
	0.5mL

	
	>18 years
	Intradermal*
	No
	2
	0.1mL



Note: Any changes to the formulary will be communicated as needed

	PROCEDURE:
	A. Identify, confirm, and document who is appropriate to receive the JYNNEOS (Orthopoxvirus) vaccine based on patient’s age, contraindications or precautions, and other screening factors.

1. Primary series: Assess persons for vaccination based on the following criteria. If criteria are met, administer the 2-dose primary series—a dose of JYNNEOS either subcutaneously (0.5mL) or intradermally (0.1mL), separated from second dose by 28 days:
a. Persons identified as high risk or intermediate risk close contacts to a confirmed case (post-exposure) as determined by the Medical Epidemiologist and LCHD Communicable Diseases Program in collaboration with state and federal public health agencies.
b. Persons at occupational risk for orthopoxviruses (i.e., research laboratory personnel, clinical laboratory personnel performing diagnostic testing for orthopoxviruses, designated response team members, and healthcare personnel who administer ACAM2000 [Smallpox {Vaccinia} Vaccine, Live] or care for patients infected with orthopoxviruses). (pre-exposure prophylaxis)
c. Persons who administer ACAM2000 or care for patients with infection or after vaccination with replication competent virus (pre-exposure prophylaxis).

2. Booster dose: 
a. Persons who received 2-dose primary series and are at continued or sustained risk for orthopoxviruses should receive a booster dose of JYNNEOS every 2 years after the primary JYNNEOS series. Continued risk refers to persistent risk due to occupational work performed. [Note: Response teams are not at continued risk and will receive boosters only at the time of a smallpox/monkeypox event]. 
b. Persons who receive the 2-dose JYNNEOS primary series and
who are at ongoing risk for occupational exposure to less virulent orthopoxviruses, (e.g., Vaccinia virus or Cowpox virus), should receive booster doses of JYNNEOS at least every 10 years after the primary JYNNEOS series.
c. Persons who received an ACAM2000 primary vaccination and who are at ongoing risk for occupational exposure to orthopoxviruses may receive a booster dose of JYNNEOS as an alternative to a booster dose of ACAM2000.

B. Screen for contraindications and precautions5:
1. JYNNEOS is contraindicated in persons with a history of a severe allergic reaction (e.g., anaphylaxis) after a previous dose of JYNNEOS
2. Persons who experienced a severe allergic reaction (e.g., anaphylaxis) following exposure to any component of JYNNEOS may be at increased risk for severe allergic reactions after JYNNEOS. Discuss risks and benefits with potential recipients. They may be vaccinated with a 30-minute observation period. Alternatively, vaccination can be delayed until an allergist-immunologist is consulted, but the impact of delaying vaccination should be considered.
3. Vaccine components:  Refer to the package insert for JYNNEOS.
4. Persons who have a contraindication to the JYNNEOS vaccine may be able to receive the ACAM2000 (smallpox) vaccine.
5. People presenting with minor illnesses, such as a cold, may be vaccinated. People who are moderately or severely ill should usually wait until they have recovered to their baseline state of health before vaccination. A person offered JYNNEOS vaccine due to an exposure to monkeypox virus or disease should be vaccinated regardless of concurrent illnesses.
6. [bookmark: _Hlk491691811][bookmark: _Hlk491700528]Because of the documented risk for myocarditis after receipt of both ACAM2000 and mRNA COVID-19 and Novavax vaccines (12) and the unknown risk for myocarditis after JYNNEOS, persons (particularly adolescent or young adult males) might consider waiting 4 weeks after orthopoxvirus vaccination (either JYNNEOS or ACAM2000) before receiving an mRNA vaccine.
7. Clinical studies have not detected an increased risk for myopericarditis in recipients of JYNNEOS. Persons with underlying heart disease or three or more major cardiac risk factors should be counseled about the theoretical risk for myopericarditis following vaccination with JYNNEOS given the uncertain etiology of myopericarditis associated with replication-competent smallpox vaccines such as ACAM2000.
8. If an orthopoxvirus vaccine is recommended for prophylaxis in the setting of an outbreak, administration of orthopoxvirus vaccine should not be delayed because of recent receipt of an mRNA COVID-19 vaccine. No minimum interval between mRNA COVID-19 vaccination and orthopoxvirus vaccination is necessary. 
9. JYNNEOS is safe to administer to persons with immunocompromising conditions. However, persons with immunocompromising conditions might be less likely to mount an effective response after any vaccination.
10. Persons with atopic dermatitis, eczema, or other exfoliative skin conditions might be at increased risk for severe disease if an occupational infection occurs despite vaccination.
11. Human data on JYNNEOS administered to pregnant women are insufficient to determine vaccine-associated risks in pregnancy. 
12. The safety and efficacy of JYNNEOS has not been evaluated in breastfeeding women. However, because JYNNEOS vaccine is replication-deficient, it likely does not present a risk of transmission to breastfed infants and can be administered to women who are breastfeeding if vaccination is critical.
13. A person offered JYNNEOS vaccine due to an exposure to monkeypox virus or disease should be vaccinated regardless of concurrent illnesses, pregnancy, breastfeeding, or weakened immune system.

C. [bookmark: _Hlk491175653]Consent, counsel, and provide the Vaccine Information Sheet6 to patients.
1. Please note that peak immunity is not conferred until 2 weeks after receipt of the second dose.
2. Provide all recipients, (or in the case of a minor, provide a parent, or legal representative), with a copy of the Vaccine Information Sheet7 (VIS) or Emergency Use Authorization (EUA)8 before each dose of a vaccine.
3. Document in the recipient’s medical record, the date the VIS or EUA was provided.
4. Provide information on anticipated post-vaccine side effects.
5. Provide information on serious adverse reactions and what to do if they occur.
6. Obtain and document informed consent with the patient and/or guardian.

D. Prepare to administer the vaccine:
1. Allow the vaccine to thaw and reach room temperature before use. Follow manufacturer’s guidance for storing/handling vaccine.
2. When thawed, JYNNEOS is a milky, light yellow to pale white colored suspension.  
3. Swirl the vial gently before use for at least 30 seconds. Withdraw into a sterile syringe a dose of 0.5 mL for subcutaneous injection or 0.1mL for intradermal injection.
4. Administer JYNNEOS by subcutaneous injection, preferably into the upper arm for subcutaneous injection and in the inside forearm for intradermal injections.
5. Choose the correct needle gauge, needle length, and injection site for persons:
a. Subcutaneous injections
i. administered at a 45-degree angle, usually into the upper-outer triceps area of persons aged ≥12 months.
ii. subcutaneous injections may be administered into the anterolateral thigh area of an adult if necessary. 
iii. [bookmark: _Hlk491378847]A ⅝-inch, 23- to 25-gauge needle should be inserted into the subcutaneous tissue 
b. Intradermal injections
i. administered at a 15-degree angle, usually into the inner forearm area of persons aged ≥18 years.
ii. A 1/2-inch, 27-gauge needle should be inserted between the epidermis and hypodermis to create a wheal.
iii. 

Table 3. Characteristics of needle and injection site by age of patient.
	Age of Patient
	Needle Gauge
	Needle Length
	Injection Site*

	Children 12 mos or older, adolescents, and adults (particularly who scar with keloids)
	23–25
	⅝”
	Subcutaneous: Fatty tissue over upper, outer triceps*

	Adults 18 years and older
	27
	½” 
	Intradermal: between the epidermis and the hypodermis layers of the skin, (inner side) of the forearm


*Alternatively, the anterolateral thigh also can be used.

E. [bookmark: _Hlk491272013]Administer the vaccine:7
1. [bookmark: Fig2][bookmark: _Hlk491267905]Administer one dose of 0.5mL JYNNEOS vaccine by subcutaneous injection for children or adults followed by a second dose 28 days later.
2. Administer one dose of 0.1mL JYNNEOS vaccine by intradermal injection for individuals 18 years and older followed by a second dose 28 days later. This should produce a noticeable pale elevation of the skin (wheal). If no wheal is formed, it was administered into the subcutaneous area and is a vaccine error. A repeat dose should be attempted via the same route OR the remaining 0.4mL administered subcutaneously per vaccinator judgement. A VAERs form will need to be completed (see below for details).
[bookmark: _Hlk489709055]
F. Document vaccination:
1. Providers must document vaccine administration in their medical record systems (e.g., NextGen) within 24 hours of administration and use their best efforts to report administration data to the relevant system (e.g., I-CARE IDPH Immunization Registry) for the jurisdiction as soon as practicable and no later than 72 hours after administration.
2. Document each recipient's vaccine administration information:
a. In the medical record system: The vaccine and the date it was administered, manufacturer, lot number, dose, vaccination site and route, name and title of the person administering the vaccine, the date the VIS or EUA sheet was given and geographic location of where vaccine was given. If vaccine was not administered, record the reason(s) for non-receipt of the vaccine.
b. On the vaccination record card (if available): Date of vaccination, product name/manufacturer, lot number, and name/location of the administering clinic or healthcare professional. Give to the vaccine recipient.
c. Assigned staff will assure that the vaccine information is documented in I-CARE, the State vaccine registry.

G. Vaccination providers should observe patients after vaccination to monitor for the occurrence of immediate adverse reactions:
1. Persons with the following should be observed for at least 30 minutes:
a. A history of severe allergic reaction (e.g., anaphylaxis)22 due to those listed as a precaution to vaccination
b. History of anaphylaxis due to any cause
2. All other persons: 15 minutes
3. Syncope may occur in association with injectable vaccines. Procedures should be in place to avoid falling injuries and manage syncopal reactions.

H. Be prepared to manage medical emergencies related to the administration of vaccine by referring to the LCHD Standing Orders for Management of Adverse Reactions.

I. Report adverse events:
 Healthcare professionals are required to report the following to the Vaccine Adverse Event Reporting System (VAERS)8:
1. Vaccine administration errors (whether associated with an adverse event [AE] or not)
2. Serious AEs (irrespective of attribution to vaccination) include death; a life-threatening adverse event; inpatient hospitalization or prolongation of existing hospitalization; a persistent or significant incapacity or substantial disruption of the ability to conduct normal life functions; a congenital anomaly/birth defect; and an important medical event that based on appropriate medical judgement may jeopardize the individual and may require medical or surgical intervention to prevent one of the outcomes listed above.
3. Complications of Monkeypox in adults or children.
4. Cases of Monkeypox that result in hospitalization or death.
5. Any additional AEs and revised safety requirements per the Food and Drug Administration’s conditions for use of an approved vaccine.

J. Additionally, report adverse events and errors in vaccinating LCHD staff to the LCHD Health SafetyZone portal.9
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