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[bookmark: _Toc106894475]Summary
1. [bookmark: _Toc106894476]The Patient Group Direction (PGD) for the monkeypox vaccine (Modified Vaccinia Ankara [MVA-BN]) can only be used with UK authorised licensed MVA-BN vaccine. 
2. [bookmark: _Toc106894477]The vaccine is a prescription only medicine (POM) which cannot be administered or supplied to patients unless one of four types of instruction are in place:
a. [bookmark: _Toc106894478]A signed prescription
b. [bookmark: _Toc106894479]A signed Patient Specific Direction (PSD)
c. [bookmark: _Toc106894480]A PGD
d. A written instruction used (used only in occupational health services)[footnoteRef:2] [2:  Unlicensed medicines cannot be supplied or administered under written instructions
] 

3. [bookmark: _Toc106894482]In order to manage a period without stock of available licensed batches of vaccine it is necessary to implement a short-term interim step to support the delivery of the vaccine until stock of licensed vaccine is available.
4. [bookmark: _Toc106894483]It is therefore proposed that the PSD mechanism is used to prescribe the vaccine until all the unlicensed stock has been utilised. This will provide a legal mechanism for the administration of the vaccine as a short-term interim measure.
5. [bookmark: _Toc106894484]Prescribers need to be medical practitioners, independent nurse or pharmacist prescribers (who are suitably trained with experience in immunisation) this limits the number of staff who can prescribe MVA‑BN vaccine for administration against monkeypox vaccine.
6. [bookmark: _Toc106894485]A prescriber needs to give an authorised instruction to administer the medicine to a list of individually named patients where each patient on the list has been individually assessed by that prescriber. The prescriber must have adequate knowledge of the patient’s health and be satisfied that the medicine to be administered serves the individual needs of each patient on that list.
7. [bookmark: _Toc106894486]There is no restriction in law as to who can administer the medicine to the patient, under a PSD however, the prescriber has a duty of care and is professionally and legally accountable for the care they provide, including tasks delegated to them. Therefore, the prescriber must be satisfied that the person whom practice is delegated has the qualifications, experience, knowledge and skills to provide the care or treatment involved.
8. [bookmark: _Toc106894487]The prescriber takes full accountability and responsibility for the patient and the members of staff administering the vaccine; unlike in a PGD where staff would be taking responsibility for their own tasks. In practice, professionals are only likely to take responsibility for others when that person is known to them and they are aware of their skills and training. It is therefore essential that the prescriber is content with taking on this responsibility and that there is no suggestion of expectation for them to take this role. This should be confirmed with each prescriber at the start of the vaccination session.
9. [bookmark: _Toc106894488]To progress with the urgent vaccination of high-risk individuals a standardised template for the PSD has been developed and is available in section 1 of this document.
10. [bookmark: _Toc106894489]Local organisations must ensure that they adhere to their usual clinical governance policies and procedures and associated arrangements. In addition, Chief Pharmacists for each organisation must be fully engaged in the development and sign off for each PSD that is developed.
11. [bookmark: _Toc106894490]In order to be able to issue a PSD the prescriber must have sufficient information on the vaccine to enable them to confidently write the instruction and “prescribe” the vaccine for each individual patient. This requires sufficient time for them to familiarise themselves with the contents of the Summary of Product Characteristics (SmPC) and the relevant chapters in the Green Book. 
12. [bookmark: _Toc106894491]During the period of time where stocks of the vaccine are not licensed in the UK for immunisation against monkeypox a PSD should be used. The types of prescribers that can issue a PSD are medical doctors and independent nurse or pharmacist prescribers. All prescribers are required to work within their own area of competence only and those unfamiliar with immunisations may not feel they are competent to prescribe the vaccine and this decision must be supported.
13. [bookmark: _Toc106894492]Other non-medical prescribers with prescribing rights are not able to prescribe unlicensed medicines so are not able to issue a PSD covering the vaccine.


14. There is no legally valid period for a PSD for administration of a medicine. The prescriber should include a start and finish date as appropriate within the direction to ensure it is acted on within a time frame following the assessment which is appropriate to the needs of the patient.
15. [bookmark: _Toc106894493]Appropriate measures should be taken to ensure that the supply and administration of the medicine remains safe to the point of administration and beyond e.g. following local guidelines on correct administration and monitoring for medicines supplied or administered.
16. [bookmark: _Toc106894494]There should, wherever possible, be separation of prescribing and supply/administration roles. If this is not practicable undertaking a local risk assessment should be considered.
17. [bookmark: _Toc106894495]Where clinical circumstances make it necessary and in the interests of the patient, the same health care professional can be responsible for the prescribing, dispensing and/ or supply/administration of medicines where this occurs, an audit trail, documents and processes are in place to limit errors.




[bookmark: _Toc106894496]PSD for the administration of Modified Vaccinia Ankara (MVA-BN) vaccine suspension for injection 
Reference:		Modified Vaccinia Ankara (MVA-BN) vaccine PSD
Version no: 		02:00 
Valid from:		12 September 2022
Review date:		12 August 2023
Expiry date:		11 September 2023

Welsh Medicines Advice Service has developed this PSD for local adaption
Practitioners and organisations must check that they are using the current version of the PSD. Amendments may become necessary prior to the published expiry date. 
Any queries regarding the clinical content of this PSD should be addressed to: welshmedicines.information@wales.nhs.uk 

Change history

	Version number
	Change details
	Date

	01.00
	Original PSD template developed
	27 June 2022

	02.00
	PSD reviewed to include intradermal administration and template for individually assessed list of patients 
	31st August 2022

	
	
	

	
	
	

	
	
	





[bookmark: _Toc106894497]PSD Development
This PSD has been peer reviewed by the following 

	Name
	Designation

	Dianne Burnett
	National Lead Pharmacist Medicines Advice Welsh Medicines Advice Centre

	Andrew Evans 
	Chief Pharmaceutical Officer

	Christopher Johnson
	Consultant Epidemiologist Public Health Wales

	Anne McGowan
	Nurse Consultant Public Health Wales




[bookmark: _Toc106894498][bookmark: _Hlk112837200]Template Patient Specific Direction (PSD) for the SUBCUTANEOUS OR INTRAMUSCULAR administration of MVA-BN vaccine to individuals in accordance with national guidance by non-prescribers suitably trained in vaccination 

I authorise the patient named below is eligible to receive

Modified Vaccinia Ankara (MVA-BN) vaccine for active immunisation against monkeypox in individuals in accordance with the Immunisation against infectious disease (Green Book) for the purpose of protection against monkeypox virus.
Patient Details

	First Name
	
	Date of birth
	

	Surname
	

	Home Address
	

	
	
	Postcode
	

	GP name and address
	
	Telephone number
	



[bookmark: _Hlk112916581]ONE DOSE (0.5mL) Modified Vaccinia Ankara (MVA-BN) vaccine suspension for injection by deep SUBCUTANEOUS or INTRAMUSCULAR injection.

[bookmark: _Hlk112921712]Ensure there is immediate access to an anaphylaxis pack including adrenaline (epinephrine) 1 in 1,000 injection and easy access to a telephone at the time of administration.

Insert Vaccination Centre / Primary Care site / Hospital Name and Address

	



	[bookmark: _Hlk112917132]Name of Prescriber 
and Registration Number
	Signature of Prescriber
	Date 

	
	
	



This PSD will expire within [insert] days of signature

	Name of Vaccine Administrator
	Signature of Administrator
	Date

	
	
	



Details of MVA-BN vaccine administered

	[bookmark: _Hlk107239391]Brand and Batch Number
	
	Expiry Date
	
	Site of administration
	




PILOT CLINICS ONLY. Template Patient Specific Direction (PSD) for the INTRADERMAL administration of MVA-BN vaccine to individuals in accordance with national guidance by non-prescribers suitably trained in vaccination 
[bookmark: _Hlk112916334]
I authorise the patient named below is eligible to receive

Modified Vaccinia Ankara (MVA-BN) vaccine for active immunisation against monkeypox in individuals in accordance with the Immunisation against infectious disease (Green Book) for the purpose of protection against monkeypox virus.
Patient Details

	First Name
	
	Date of birth
	

	Surname
	

	Home Address
	

	
	
	Postcode
	

	GP name and address
	
	Telephone number
	



[bookmark: _Hlk112916597]ONE DOSE (0.1mL) Modified Vaccinia Ankara (MVA-BN) vaccine suspension for injection by INTRADERMAL injection.

Ensure there is immediate access to an anaphylaxis pack including adrenaline (epinephrine) 1 in 1,000 injection and easy access to a telephone at the time of administration.

Insert Vaccination Centre / Primary Care site / Hospital Name and Address

	



	Name of Prescriber 
and Registration Number
	Signature of Prescriber
	Date 

	
	
	



[bookmark: _Hlk112917362]This PSD will expire within [insert] days of signature

	Name of Vaccine Administrator
	Signature of Administrator
	Date

	
	
	



Details of MVA-BN vaccine administered

	Brand and Batch Number
	
	Expiry Date
	
	Site of administration
	




Template Patient Specific Direction (PSD) for a list of individually named patients that have been individually assessed to receive MVA-BN SC/IM vaccine in a pre‑booked vaccination clinic in [insert vaccination centre/primary care site/hospital name and address]

[bookmark: _Hlk112916996]I authorise the individual patients named below are eligible to receive

Modified Vaccinia Ankara (MVA-BN) vaccine for active immunisation against monkeypox in accordance with the Immunisation against infectious disease (Green Book) for the purpose of protection against monkeypox virus. Please ensure there is immediate access to an anaphylaxis pack including adrenaline (epinephrine) 1 in 1,000 injection and easy access to a telephone at the time of administration.

ONE DOSE (0.5mL) Modified Vaccinia Ankara (MVA-BN) vaccine suspension for injection by deep SUBCUTANEOUS or INTRAMUSCULAR injection.
Patient Details
	[bookmark: _GoBack]Full Name
	Address
	Date of birth
	Site of administration
	Details of vaccine:
Brand, batch number and expiry date

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	



	Name of Prescriber 
and Registration Number
	Signature of Prescriber
	Date 

	
	
	



[bookmark: _Hlk112917404]This PSD will expire within [insert] days of signature

	Name of Vaccine Administrator
	Signature of Administrator
	Date

	
	
	


FOR PILOT CLINICS ONLY: Template Patient Specific Direction (PSD) for a list of individually named patients that have been individually assessed to receive MVA‑BN INTRADERMAL vaccine in a pre-booked vaccination clinic in [insert vaccination centre/primary cares site/hospital name and address]

I authorise the individual patients named below are eligible to receive

Modified Vaccinia Ankara (MVA-BN) vaccine for active immunisation against monkeypox in accordance with the Immunisation against infectious disease (Green Book) for the purpose of protection against monkeypox virus. Please ensure there is immediate access to an anaphylaxis pack including adrenaline (epinephrine) 1 in 1,000 injection and easy access to a telephone at the time of administration.

ONE DOSE (0.1mL) Modified Vaccinia Ankara (MVA-BN) vaccine suspension for injection by INTRADERMAL injection.
Patient Details
	Full Name
	Address
	Date of birth
	Site of administration
	Details of vaccine:
Brand, batch number and expiry date

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	



	Name of Prescriber
and Registration Number
	Signature of Prescriber
	Date 

	
	
	



This PSD will expire within [insert] days of signature

	Name of Vaccine Administrator
	Signature of Administrator
	Date
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[bookmark: _Toc106894499][bookmark: _Toc112851336]Individual patient assessment
The following questions should be discussed with the patient to ensure they meet the criteria for vaccination 

	Name
	
	Date of birth
	

	Surname
	

	Home Address
	

	
	
	Postcode
	

	Assessors Name or ID Number
	
	ID No
	

	Please ask the person presenting for vaccination these questions and record that they have received appropriate counselling as to the purpose of the vaccine and its side effects

	Are you under 18 years of age?
	No
	|_|
	Yes
	|_|

	
	
	
	SC/IM injection only

	Have you been identified as a contact of a confirmed case of monkeypox? 
	No
	|_|
	Yes
	|_|

	If yes, when do you think you were exposed to the monkeypox virus?
	0 to 14 days ago
	|_|
	15+ days ago
	|_|

	Have you had any other vaccinations in the last 4 weeks? (including a previous dose of MVA-BN)
	No
	|_|
	Yes
	|_|

	If yes, please give details:

	Vaccine name:
	When given:

	Are you currently unwell with an infection or fever?
	No
	|_|
	Yes
	|_|

	Have you ever had any serious allergic reaction? (including anaphylaxis or an admission to hospital because of the reaction)
Please give details (allergen, date of reaction):



	No
	|_|
	Yes
	|_|

	Have you ever been prescribed an adrenaline autoinjector such as an Epipen?
	No
	|_|
	Yes
	|_|

	Are you, or could you be pregnant, breastfeeding or planning to become pregnant in the next three months?
	No
	|_|
	Yes
	|_|

	[bookmark: _Hlk106791459]Do you suffer with any skin conditions?
Please give details:



	No
	|_|
	Yes
	|_|

	
	
	
	If history of keloid scarring, for SC/IM injection only

	Have you recently received any treatment with immunoglobulins?
	No
	|_|
	Yes
	|_|

	Do you have a condition or take medicines that affect your immune system?
	No
	|_|
	Yes
	|_|

	
	
	
	SC/IM injection only



Comments in purple indicate that the person presenting is suitable for subcutaneous or intramuscular injection only. If any of the boxes in red are ticked, then a further review by the prescriber must take place. If you or the person presenting are uncertain as to the response or counselling they receive, they must be brought to the attention of the prescriber. See section C, guidance for prescriber/clinician.

[bookmark: _Toc106894500][bookmark: _Toc112851337]Counselling points 
The following are to be discussed with individuals identified as eligible for vaccination.

	Co-administration with other vaccines and drug interactions
	The SmPC states that no interaction studies with other vaccines have been performed. Therefore, concomitant administration of MVA-BN vaccine with other vaccines should be avoided. 
The Green Book advises the following:
· There is no data for co-administration of MVA-BN vaccine with other vaccines.
· [bookmark: _Toc106894501]First principles suggest that interference between inactivated vaccines with different antigenic content is likely to be limited.
· [bookmark: _Toc106894502]From experience any interference is likely to result from a slightly attenuated immune response.
· [bookmark: _Toc106894503]There is no evidence of safety concerns.
· [bookmark: _Toc106894504]Any adverse effects reported might be difficult to attribute to one of the vaccines given. 
· [bookmark: _Toc106894505]Similar considerations apply to coadministration of inactivated non-replicating vaccines like MVA-BN with a LIVE vaccine, e.g. MMR.
· [bookmark: _Toc106894506]It is generally better for vaccination with any required vaccines to go ahead to avoid further delay in protection. 
The concomitant administration of the vaccine with any immunoglobulin including Vaccinia Immune Globulin (VIG) has not been studied and should be avoided. Discuss with prescriber.

	Contraindications
	The vaccine should not be routinely given to individuals who have previously had a sudden life-threatening allergic reaction to a previous dose of MVA-BN or to any ingredient of MVA-BN.
MVA-BN includes trace residues of chicken protein, benzonase, gentamicin and ciprofloxacin from the manufacturing process.

	Pregnancy and breastfeeding
	If individual is pregnant or breastfeeding advise that while routinely the vaccine is not recommended in pregnancy, there is no theoretical reason for concern in pregnancy. They should expect a side effect profile similar to that in non-pregnant individuals. The decision to be vaccinated should be weighed against the risk of monkeypox illness during pregnancy especially during the early and later stages of pregnancy. See advice for prescriber. 
If the individual is breastfeeding advise that it is not known if the vaccine is excreted in milk but it is thought to be unlikely as the vaccine virus doesn’t replicate well in the body. If they have had a significant exposure to monkeypox and they are breastfeeding, vaccination should be offered after full discussion about the risk of monkeypox to themselves and their breastfeeding child. Discuss with prescriber.

	Identification & management of adverse reactions





(Continued over page)
Identification & management of adverse reactions
(continued)
	During and following vaccination some people can experience allergic reactions. Advise the patient to tell the doctor or healthcare professional immediately if they get any of these reactions. 
The most common adverse reactions observed in clinical trials were injection site reactions and common systemic reactions typical for vaccines which were mild to moderate in intensity and resolved without intervention within seven days following vaccination.
Intradermal (ID) injection was associated with a higher rate of itchiness and local reactions such as erythema and induration when compared to subcutaneous injection although pain at the injection site was less common than after subcutaneous administration. Some of the local reactions can persist for longer after ID administration and some individuals can develop small nodules or discoloration at the injection site six months after infection. The incidence of systemic reactions after ID administration is generally similar for the subcutaneous route.
Adverse reaction rates reported after either vaccination dose (1st ,2nd or booster) were similar.
Adverse events were mainly mild to moderate in intensity and resolved without intervention within 7 days following vaccination.
The following adverse reactions were reported as follows:
Very common (1 in 10 patients) – headache, muscle aches, feeling sick, tiredness, injection site pain, redness, swelling, hardness and itchiness.
Common (between 1 in 10 and 1 in 100 patients) – loss of appetite, joint pain, pain in hands and feet, chills, shivering, high temperature, injection site lump, discolouration, bruising and warmth.
Uncommon (between 1 in 100 and 1 in 1000 patients) – nose and throat infection, upper respiratory tract infection, swollen lymph nodes, abnormal sleep, dizziness, abnormal skin sensations, muscle stiffness, sore throat, runny nose, cough, diarrhoea, vomiting, rash, itch, skin inflammation, bleeding, irritation, underarm swelling, feeling unwell, flushing, chest pain, pain in the arm pit.
Rare (between 1 in 1000 and 1 in 10000 patients) – sinus infection, flu, pink eye, hives, skin discolouration, sweating, skin bruising, night sweats, back, neck and muscle pains, muscle cramps and weakness, swelling of the ankles, feet or fingers, fast heartbeat, ear and throat ache, abdominal pain, dry mouth, spinning sensation, migraine, nerve disorder causing weakness, tingling or numbness, drowsiness, scaling, inflammation, abnormal skin sensation, reaction at injection site, rash, numbness, dryness, movement impairment, vesicles at injection site, swelling of the face, mouth and throat.
Patients with atopic dermatitis, may experience more intense local skin reactions (such as redness, swelling and itching) and other general symptoms (headache, muscle pain, feeling sick or tired), as well as a flare up or worsening of their skin condition.
If signs or symptoms of a clinically significant hypersensitivity reaction or anaphylaxis occur, for example difficulty in breathing, dizziness, swelling of the face and neck, initiate appropriate medication and or supportive care. 
A detailed list of adverse reactions is available in the SmPC.

	Reporting procedure of adverse reactions
	Any adverse reaction to the product should be documented in the medical records.
Alert a doctor in the event of a serious adverse reaction.
Report ALL suspected adverse reactions to the Medicines and Healthcare products Regulatory Agency (MHRA) Yellow Card reporting site. 

	
Written information to be given to patient / carer
	 Provide the individual with the following: 
· Patient Information Leaflet (PIL). DHPC from Bavarian Nordic advises healthcare professionals to provide Jynneos▼® package insert included in the outer packaging to individuals receiving a vaccine
· Leaflets recommended by Public Health Wales are available at Monkeypox vaccination resources Public Health Wales




	Patient advice / follow up 
	Inform the individual or their carer:
· if they get any side effects that are getting worse or not improving after 48 hours, to talk to their doctor, or pharmacist or nurse or call NHS111 Wales. This includes any possible side effects not listed in the leaflet.
· to seek medical advice in the event of a severe adverse reaction.
· to report ALL suspected adverse reactions to the Medicines and Healthcare products Regulatory Agency (MHRA) Yellow Card reporting site or by downloading the Yellow Card App.
· to read the PIL before taking the medication.
· to visit the NHS website for more information.

	Special considerations / additional information
	Some of the undesirable effects mentioned may affect the ability to drive or use machines (e.g. dizziness).
The vaccine contains a live virus, but it has been modified so that it does not replicate in humans. Therefore, it should be considered as an inactivated vaccine.
The vaccine can be given by either by subcutaneous, intramuscular or intradermal administration
Intradermal administration must not be used in individuals 
· that are immunocompromised. NB individuals living with HIV who are virally suppressed and have a CD4 count of more than 200 cells/mm3 are NOT considered immunosuppressed 
· less than 18 years of age
· with a history of keloid scarring


[bookmark: _Guidance_for_prescriber/clinician][bookmark: _Toc106894507]


[bookmark: _Toc112851338]Guidance for prescriber/clinician
	Clinical condition or situation
	Live Modified Vaccinia Virus Ankara (MVA-BN) is indicated for active immunisation against monkeypox in adults.

	[bookmark: inclusion]Criteria for vaccination 
	The most up-to-date eligibility guidance can be found here: 
https://www.gov.uk/government/publications/monkeypox-vaccination

Pre-exposure immunisation
· Individuals at high risk of exposure to monkeypox.
· Individuals (health care workers) working in specialist roles where exposure to the virus is common, based on occupational health risk assessment include:
· Laboratory workers where pox viruses are handled.
· Staff undertaking regular environmental decontamination around cases of monkeypox.
· Staff working in high consequence infectious disease (HCID) units.
· Consider vaccinating individuals delivering prolonged or close care to patients with confirmed monkeypox.
· In ongoing community transmission consider vaccination of additional health care staff outside of HCID.
· Any population where community transmission is occurring e.g. residential settings like prisons, care homes or excluded populations such as the homeless.
· UKHSA has advised staff to be vaccinated in hospital units caring for monkeypox patients.
· Staff in sexual health clinics designated to assess suspected cases.
· JCVI have proposed first dose vaccination should be offered to gay, bisexual and other men who have sex with men (GBMSM) at highest risk of exposure.
· Vaccination should be offered to individuals who work in sex on premises venues, such as saunas IF they are exposed to items (linens) or surfaces likely to be contaminated with bodily fluids or skin cells.

Post exposure vaccination
· to provide protection against infection and to modify disease severity in individuals of any age with recent exposure to monkeypox.
· individuals exposed within the last 4 days.
· individuals exposed between 4 to 14 days. in high risk individuals:
· individuals with ongoing risk e.g. during an outbreak.
· individuals at high risk of complications from the illness.
· including children below the age of 10-11 years (those in school years up to and including year 6).
· pregnancy.
· immunocompromised individuals.
See Green Book, chapter 29 and UKHSA monkeypox vaccination recommendations.




	Dosage and schedule
	DOSE
Subcutaneous injection: 0.5mL
Intramuscular injection: 0.5mL
PILOT CLINICS ONLY - Intradermal injection: 0.1mL

SCHEDULE
Pre-exposure vaccination of individuals with no history of smallpox vaccination:
· administer a course of TWO doses with at least a 28 day interval
· first dose of MVA-BN THEN
· second dose MVA-BN at least 28 days later
· if individual has received a previous LIVE smallpox vaccine administer ONE dose of MVA-BN 
Post exposure vaccination of individuals of any age:
· administer ONE dose of MVA-BN 
· within 4 days of exposure
· up to 14 days after exposure in those at high risk

	SmPC considerations for the prescriber with additional advice from Green Book




















(Continued over page)
SmPC considerations for the prescriber with additional advice from Green Book
(continued)
	The SmPC states that it is contraindicated for individuals who:
· Are less than 18 years of age. The Green Book states that although MVA-BN is not licensed in children studies show it has a reassuring side effect profile. The vaccine should therefore be offered to individuals less than 18 years considered to be at risk. Administration of MVA-BN in children under 18 years should be through the subcutaneous or intramuscular route as there is no evidence on the use of intradermal fractional doses in children
· Have had a previous systemic allergic reaction (including immediate onset anaphylaxis) to a previous dose of a smallpox vaccine or to any of the excipients or trace residues. Contains trometamol, chicken protein, benzonase, gentamicin and ciprofloxacin. Refer to SmPC for a full list of excipients.
· Are suffering from an acute severe febrile illness or acute infection. The presence of a minor infection and/or low-grade fever should not result in deferral of vaccination.
· Are pregnant or breastfeeding. The Green Book states that MVA-BN is a non-replicating vaccine; there is no theoretical reason for concern in pregnancy. Any theoretical concern has to be weighed against maternal risk of the illness.
· Recent treatment with immunoglobulin. The SmPC advises against concomitant use with immunoglobulin. However, the Green Book chapter 6 states that immunoglobulins may interfere with the immune response to live vaccines as most donors will have antibodies to measles, varicella and other common viruses and these antibodies may prevent the replication of those vaccine viruses. It is unlikely that immunoglobulins will affect the response to this vaccine as the vaccine does not replicate well in humans).
· Have received the first dose less than 4 weeks ago. Two doses of MVA-BN vaccine given at a 7-day interval showed lower immune responses and slightly more local reactions than two doses given at 28-day interval therefore dose intervals of less than 4 weeks should be avoided.
Caution is advised in:
· Individuals with skin conditions. Individuals with atopic dermatitis are known to have developed more site reactions following MVA-BN.
· Individuals with a history of keloid scarring. They maybe offered a 0.5mL SC/IM dose in preference to a fractional dose intradermally 
· Are severely immunocompromised. MVA-BN is a replication defective virus and should pose no risk to those immunosuppressed. The safety and immunogenicity of MVA-BN in persons living with HIV (CD4 counts above 100cells/mm3) has been demonstrated. In severely immunocompromised individuals for example those within 12 months HSCT, HIV infected individuals with a CD4 count of less than 100, the immune response could be reduced. Vaccination should proceed using a 0.5mL SC/IM dose in individuals with immunosuppression as the risk of complications from monkeypox is significant. Data on intradermal administration is absent in this population. Seek advice on other measures and additional doses for those at ongoing risk.
Do not use if individual: 
· Has received the first dose and have previously been vaccinated against smallpox with a live smallpox vaccination.
· More than 14 days post exposure.

	Pregnancy and breastfeeding
	· While routinely not recommended in pregnancy, there is no theoretical reason for concern in pregnancy.
· Adverse effect profile expected to be similar to that in non-pregnant individuals.
· Any concerns need to be weighed against the maternal risk of monkeypox in pregnancy such as a risk of more severe disease from viral infections in the third trimester and consequent foetal risk from maternal infection in early pregnancy.
· It is not known if MVA-BN is excreted in milk but it is unlikely as the vaccine virus doesn’t replicate well in humans.
If individual has had significant exposure to monkeypox and is breastfeeding vaccination should be offered after full discussion about the risk of monkeypox to themselves and the child.

	Action to be taken if the patient or their carer declines 
	Advise the individual or their carer of the possible consequences of refusing treatment.
Document the refusal and the advice given in the individual’s patient record.
· If the patient declines for example: needle phobic, and the onset of symptoms occurs, give advice e.g. self-isolation as per UKHSA guidance. If symptoms get worse contact NHS111. 

	Action to be taken if the patient is excluded
	If treatment with MVA-BN vaccine is contraindicated, not recommended or the administration is not possible and the onset of symptoms occurs advise individual to self-isolate as per the UKHSA guidance and advise to contact NHS111 if symptoms get worse. 

	Additional information
	[bookmark: _Hlk106802307]Ensure there is immediate access to an anaphylaxis pack including adrenaline (epinephrine) 1 in 1,000 injection and easy access to a telephone at the time of administration.




	Cautions
	Please refer to the SmPC for MVA-BN vaccine (Imvanex▼®) and Product insert for Jynneos▼® for full details of special warnings and precautions for use.
[bookmark: _Hlk106802156]Individual with atopic dermatitis can develop more local and general symptoms after vaccination.
Lower immune responses have been observed in HIV infected individuals compared to healthy individuals.
Hypersensitivity reactions have been reported with administration of MVA-BN vaccine. If signs or symptoms of a clinically significant hypersensitivity reaction or anaphylaxis occur which include any of the following: nausea, chills, dizziness (or syncope), rash, urticaria and flushing initiate appropriate medications and/or supportive care. 
MVA-BN vaccine may trigger local rashes or more widespread eruptions. Events of rash after vaccination with MVA-BN vaccine tend to occur within the first five days after vaccination, are mild to moderate in intensity and usually resolve without complications.
Refer individuals to a medical practitioner:
· if they are symptomatic with monkeypox and they are unable to follow the self-isolation guidance.
· if they present (prior to vaccine administration) and are exhibiting signs of severe infection with monkeypox.
· if they have long term conditions or take medicines that affect their immune system and are exhibiting rapidly worsening symptoms of monkeypox.



[bookmark: _Toc106894508]

[bookmark: _Toc112851339]Guidance for vaccine administrator
	Name, strength & formulation of drug
	Modified Vaccinia Ankara – Bavarian Nordic Live virus (MVA-BN) vaccine suspension for injection.

	Legal category
	POM - Prescription only medicine.

	Black triangle 
	Yes – report ALL suspected adverse reactions to the Medicines and Healthcare products Regulatory Agency (MHRA) Yellow Card reporting site.

	Route / method of administration































(Continued over page)
Route / method of administration
(continued)
	By deep subcutaneous injection, intramuscular injection or Intradermal injection
Frozen vials should be transferred to 2°C to 8°C to thaw or may be thawed for 15 minutes at room temperatures for immediate use (Chapter 29).
Do not re-freeze a vial once it has been thawed
For subcutaneous or intramuscular administration:
· Once thawed the vaccine should be allowed to reach room temperature before use.
· Swirl the vial gently before use for at least 30 seconds.
· The suspension should be visually inspected for particulate matter and discolouration before use. In the event of any foreign particulate matter and/or variation of physical aspect being observed, do not administer the vaccine.
· Withdraw 0.5mL into a syringe for injection
· The vaccine must not be mixed with other medicinal products.

FOR PILOT CLINICS ONLY
For fractional intradermal administration:
· Once thawed vaccine removed from the fridge, note the time and record on the vial
· Vial should be used within 1 hour of removal from the fridge
· Swirl the vial gently before use for at least 30 seconds
· Each single dose vial will yield up to 5 x 0.1mL doses for intradermal administration
· Only complete 0.1mL doses should be administered
· If the vial yields less than 5 full doses then any residual volume of less than 0.1mL should be discarded
· Pooling of residual volume from several vials is not permitted
· To minimise the risk of coring, pierce the bung in a different place each time a dose drawn up, inspecting the contents before every withdrawal and discard the vial if particulates are present (this may indicate coring of the bung has taken place)
· Withdraw 0.1mL into a syringe for injection
A 1mL graduated syringe with a 26G or 27G short needle (e.g. a 0.45mm x 10mm brown needle - see Chapter 4). The needle must be attached firmly and the intradermal injection administered with the bevel facing up. See Fig 1.0 and Section G. The immuniser should stretch the skin between the thumb and forefinger of one hand and with the other slowly insert the needle, with the bevel upwards, about 3mm into the superficial layers of the dermis almost parallel with the surface. The needle can usually be seen through the epidermis. A correctly given intradermal injection results in a tense, blanched, raised bleb of around 7mm diameter following a 0.1mL intradermal injection. If little resistance is felt when injecting and a diffuse swelling occurs as opposed to a tense blanched bleb, the needle is too deep. The needle should be withdrawn and reinserted intradermally before more vaccine is given
Fig 1.0 intradermal injection technique
[image: Diagram

Description automatically generated]
During an intradermal injection, considerable resistance is felt and a raised, blanched bleb showing the tips of the hair follicles is a sign that the injection has been correctly administered. A bleb of 7mm in diameter is approximately equivalent to 0.1mL and is a useful indication of the volume that has been injected.
The preferred sites for ID immunisation are on the deltoid or volar aspect (palm side) of the forearm around 2-4 inches below the ante-cubital fossa

[insert any local instruction for administration] 
Preparation and administration should be done using aseptic technique.
Administration should be under conditions where management of severe hypersensitivity reactions, such as anaphylaxis, is possible.
[bookmark: _Hlk92282813]It is recommended that individuals should be observed for immediate adverse effects post-vaccination. See Vaccine Preventable Disease Programme monkeypox FAQs.
Refer to the Specialist Pharmacy Services page: Using smallpox vaccine for monkeypox exposure.

	[bookmark: dose]Dose and frequency of administration
	For subcutaneous administration the dosage is 0.5mL, withdrawn into a syringe for injection.
For intramuscular administration the dosage is 0.5mL, withdrawn into a syringe for injection
For intradermal administration the dosage is 0.1mL, withdrawn into a syringe for injection [PILOT CLINICS ONLY]
For pre-exposure vaccination, a second dose can be administered no less than 28 days after the first dose to individuals with foreseeable occupational risk of monkeypox exposure.
Dose intervals of less than 4 weeks should be avoided.

	Disposal
	Any unused product or waste material should be disposed of in accordance with local requirements.




[bookmark: _Toc106894509][bookmark: _Toc112851340]Key references
· [bookmark: _Toc106894510]NHS Specialist Pharmacy Services Questions about Patient Specific Directions (PSD) June 2020
· [bookmark: _Toc106894511]UK Health Security Agency Immunisation Against Infectious Disease (The Green Book)
· [bookmark: _Toc106894512]NHS England Legal mechanisms for administration of the COVID-19 Vaccines December 2020
· Summary of Product Characteristics Imvanex▼® | European Medicines Agency (europa.eu)
· Patient Information Leaflet Imvanex▼® | European Medicines Agency (europa.eu)
· Package insert Jynneos▼® U.S. Food and Drug Administration JYNNEOS | FDA
· NHS Specialist Pharmacy Service page on monkeypox Using smallpox vaccine for monkeypox exposure
· NICE Medicines Practice Guideline 2 (MPG2) Patient Group Directions 
· UK Health Security Agency Monkeypox: guidance - GOV.UK (www.gov.uk)
· Public Health Wales Monkeypox - Public Health Wales (nhs.wales)
· NHS Conditions A-Z Monkeypox August 2022
· NHS111 Wales Health A-Z Monkeypox August 2022
· Direct Healthcare Professional Communication (DHPC): a copy of the communication from the manufacturer will accompany the vaccine and also be available on ImmForm
· Vaccine Incident Guidance responding to vaccine errors - GOV.UK (www.gov.uk)
· Advisory Document on Ordering, Storage and Handling of Vaccines. 7th Revision. September 2017 https://nww2.nphs.wales.nhs.uk
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[bookmark: _Toc106894513][bookmark: _Toc112851341]Monkeypox contact tracing guidance
[bookmark: _Hlk106821721]To access the up to date monkeypox contact tracing guidance: classification of contacts and advice for vaccination follow up please click here or visit the UK Health Security Agency collection pages at https://www.gov.uk/government/collections/monkeypox-guidance 

Guidance is available which provides principles for risk assessment and follow up of contacts of confirmed monkeypox cases. It is intended to support risk assessment and categorisation of contacts to ensure they are offered appropriate isolation advice and vaccination. Clinicians should also consider the severity / extent of disease at the time of exposure, as the risk will be higher if there are widespread lesions including hands and face compared with a small number of localised genital lesions.

Further information on monkeypox is available online.

Specific advice on isolation and vaccination with MVA-BN reinforcing dose (booster) recommendations based on prior smallpox vaccine history is available in Table 1 below.

Table 1. Recommendation of MVA-BN vaccination and booster doses based on vaccine history for those at occupational foreseeable risk of exposure

	
	Immediate advice
	Exclusion or isolation advice applies
	Follow up at 28 days
	Follow up at 2 years

	No previous vaccine
	First dose
	Yes
	Second dose
	Boost

	Previous live vaccine 
(not MVA-BN)
	First dose
	No
	None
	None

	Previous single dose of MVA-BN
	Second dose
	Yes
	None
	Boost

	Previous complete course of MVA-BN less than 2 years ago
	None
	No
	None
	Boost

	Previous complete course of MVA-BN 2 or more years ago
	Boost
	No
	None
	None





[bookmark: _Intradermal_injection_technique][bookmark: _Toc112851342]Intradermal injection technique
For PILOT CLINICS ONLY
Courtesy of UKHSA MVA-BN vaccine training slide set Monkeypox: guidance - GOV.UK (www.gov.uk)
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This image shows the volar aspect of the arm. The deltoid can be used also

[image: ]

[image: ]PSD for the administration of Modified Vaccinia Ankara (MVA-BN) vaccine for the active 
immunisation against monkeypox   Valid from 12th September 2022   Expiry date 11th September 2023	Page 1 of 2
image1.jpeg
Subcutaneous
tissue

Inserted properly Needle too shallow Needle too deep




image3.png
Guide to the correct intradermal technique

The skin is stretched between the thumb
and forefinger of one hand, the needle is
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Correct intradermal technique continued

* photograph that clearly shows the correct

angle; photograph showing the bleb
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Comparison of intradermal, subcutaneous and
intramuscular technique
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