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	Mpox: Broad Policy Question, PICO Questions, and Questions to Guide the Criteria Tables


Broad policy question 1: Should country X recommend mpox vaccines for populations in the community at high risk* of mpox during the current outbreak?    
	Population
	Populations in the community at high risk* of exposure to mpox in an outbreak setting (e.g. close contacts or members of “key” populations) in outbreak regions

	Intervention
	Administration of the licensed^ or WHO pre-qualified mpox vaccine (MVA-BN [Two doses], 
LC-16 [One dose]) or ACAM2000 (One dose)

	Comparison
	No vaccination

	Outcomes
	Reduction in incidence of mpox infection and complications (hospitalization or death)  

	PICO Question
	In persons at high risk of mpox in the community during an mpox outbreak, what is the evidence that mpox vaccine is safe and can reduce the incidence of infection, hospitalization, and death?


* Populations in the community at high risk: To be defined based on epidemiology of mpox in the outbreak setting (e.g. household contacts of cases and contacts of contacts, other members of the local community, contact with live or dead wild animals, persons with multiple casual sexual contacts, etc.).
^ mpox vaccines currently under Emergency Use Listing (EUL)


Broad policy question 2: Should country X recommend mpox vaccines for healthcare workers and frontline workers at high risk of being exposed during the current outbreak?
	Population
	Healthcare workers and frontline workers** at high risk of exposure to mpox.

	Intervention
	Administration of the licensed^ or WHO pre-qualified mpox vaccine (MVA-BN [two doses], 
LC-16 [one dose]) or ACAM2000 (one dose)

	Comparison
	No vaccination

	Outcomes
	Reduction in incidence of mpox infection and complications (hospitalization or death)  

	PICO Question
	In healthcare and frontline workers at high risk of mpox during an outbreak, what is the evidence that mpox vaccine is safe and can reduce the incidence of infection, hospitalization, and death?



** Health care and frontline workers: For example, health workers at risk of repeated exposure; clinical laboratory and health-care personnel performing diagnostic testing for mpox or providing care; and outbreak response team members (as designated by national public health authorities)., etc.
^ mpox vaccine currently under Emergency Use Listing (EUL)


The questions below provide additional guidance on specific issues that should be addressed when developing the criteria tables and collecting evidence to guide the recommendation:

1.  Identification of risk groups (prioritization) 
a. What groups of healthcare and frontline workers should be considered for mpox vaccination? (e.g. healthcare workers with patient or laboratory contact with infected persons or materials; frontline workers such as customs workers, persons working at borders with affected countries, etc.) [This is a key corollary of the P, which should be included in those considerations]

b. What criteria should be used to determine high-risk populations for early vaccination efforts? (e.g. health care workers in community, close contacts of cases, other members of local community, persons with multiple casual sexual contacts, etc.).  [This is a key corollary of the P, which should be included in those considerations] 

c. What criteria should be used to determine the geographic areas that should be targeted for early vaccination efforts? [This is a key corollary of the P, which should also be included in those considerations]

d. How should mpox vaccines be prioritized and distributed during an outbreak, particularly in regions with limited resources? [This is a key corollary of the P and I, which does need to be included in those consideration should be further discussed the best way to do so]

2. Surveillance and monitoring 
a. What are the epidemiologic features of mpox in the country/outbreak (e.g., case demographics (age, sex, location, risk factors), hospitalizations, mortality, morbidity, etc.)? [This is a fundamental part of the Burden criteria]
b. What are the circulating mpox serotypes in the country/outbreak?
 
3.  Vaccine Efficacy and Safety 
a.  Which mpox vaccine is best suited to the at-risk populations? MVA-NB (inactivated) recommended as 2 dose series, LC-16 (live attenuated) as single dose. Other differences in whether appropriate for different target groups (children – LC-16; MVA-NB persons with immunocompromise) [Should be considered for I]
b. What steps should be taken to monitor the efficacy and safety of the mpox vaccine in various populations, including those with comorbidities? [This is a fundamental part of the Feasibility criteria] 
c. How can we accelerate the collection of real-world data on vaccine performance during the outbreak? [This is a fundamental part of the Feasibility criteria and recommendations for ongoing Research]
4. Vaccine Access and Equity 
a.  How can we ensure equitable access to the mpox vaccine for vulnerable populations, including those in remote or underserved areas? [This is a fundamental part of the Equity and Feasibility criteria]
b.  What measures should be taken to prevent disparities in vaccine access between different regions and communities? [This is a fundamental part of the Equity and Feasibility criteria]
c. What will be the potential impact on routine immunization? (to be considered in identifying key points for positive or negative impact on immunization)

  5.  Values, preferences and acceptability 
a. What are the value and preference of the target populations, and of health care workers regarding mpox and use of vaccines under EUL? [will be critical to overcome challenges identified during the COVID-19 pandemic and Ebola outbreaks]
6.   Resources
a. What are the resources that can be mobilized for quick vaccine rollout, especially for self-financed countries?

7.  NITAG operations
a. The NITAG working group on mpox, should consider extending the membership to environmental and animal health experts (one health approach), ethics (vaccines under EUL, legislation.)
b. NITAGs need to consider working closely with the health products regulatory agency, Safety committee (as ex-officio members) 
c. leveraging in on the COVID-19 experience in providing timely recommendation, supporting the advocacy, training of health professional, Media briefing; …
d. considering updating the recommendation considering new evidences and mpox outbreak evolution.
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