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INTRODUCTION 
The purpose of this memorandum is to brief the Public Health Council regarding proposed amendments to three regulations:  105 CMR 130.000, Hospital Licensure, 105 CMR 140.000, Licensure of Clinics and 105 CMR 150.000, Licensing of Long-Term Care Facilities.  The proposed amendments update the sections of the regulations that require immunization against influenza for the facilities’ health care personnel.  
BACKGROUND AND PROPOSED REVISIONS TO AMENDMENTS
Influenza
Healthcare personnel (HCP) are at high risk for influenza exposure and may be a source of influenza virus transmission in healthcare settings. Annual immunization is the most effective method of preventing influenza and potentially serious complications. Influenza vaccination of HCP has been shown to reduce the risk of flu and absenteeism in vaccinated HCP and reduce the risk of respiratory illness and deaths in nursing home residents.  Influenza vaccination of HCP helps protect patients who are at the highest risk for influenza complications: elderly people, infants, patients with heart and lung disease, and patients with compromised immune systems.


Seasonal and pandemic/novel influenza puts great demand on the healthcare delivery system by making people sick over a short period of time, so that every available health care worker may be necessary to provide care.  Health care workers with direct patient contact are at the front line of exposure to influenza.  Health facility workers without direct patient care responsibility also must be protected from influenza because their work is essential to the efficient and effective delivery of health care.  In addition, exposed health care workers can themselves become vectors of disease transmission. 

The Centers for Disease Control and Prevention (CDC), Infectious Diseases Society of America (IDSA), National Foundation for Infectious Diseases (NFID), Society for Healthcare Epidemiology of America, Association for Professionals in Infection Control, American College of Physicians, American Academy of Pediatrics, Joint Commission, American Hospital Association and additional professional organizations recommend the universal, annual vaccination of health care workers against influenza. 
Requirement that health care workers be vaccinated
In 2009, the Public Health Council (PHC) approved for promulgation amendments to these same three regulations as part of the Department’s preparation for both seasonal flu and H1N1.  These regulatory changes place an affirmative obligation on facilities to vaccinate all personnel except where the vaccine is contraindicated, against an individual’s religious beliefs, or the individual staff member declines the vaccination.  The purpose of the amendments was to increase vaccination rates, reduce the incidence of illness among health care workers, and to reduce transmission rates.
Figure 1 depicts trends in influenza vaccination rates in Massachusetts acute care hospitals from the 2009-2010 flu season to 2013-2014.  

Figure 1.

	 Year 
	Mean % Vaccinated
	Range

	2009 - 2010
	67.8%   
	(47 - 100%)

	2010 - 2011
	70.8 %
	(37.5 - 96.1%)

	2011 - 2012 
	81.4%   
	(51 - 100%)

	2012 - 2013
	85%
	(46 - 96%) 

	2013 - 2014
	86% 
	(62 - 99%) 


Figure 2 depicts trends in influenza vaccination rates in Massachusetts ambulatory surgical centers (ASC), clinics, dialysis centers, long-term care facilities (LTCF) and non-acute hospitals from the 2010-2011 flu season to 2013-2014.   Reporting from rest homes represents data from 2012-2014. 
Figure 2. 
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Proposed amendments
Department staff is aware that there is still some confusion regarding whether a facility may adopt a more stringent requirement (i.e., require its workers to receive an annual influenza vaccination without an exception for voluntary declinations).  Staff is proposing to amend the existing language to make it explicit that a facility may do so – in other words, that the regulations do not prohibit a more widespread mandate at the option of each facility.

Additionally, staff is proposing that any health care worker who does not receive an annual influenza immunization may be required, at the facility’s option, to wear a mask during flu season while in any area of the facility where patients may be present. The Department will follow the CDC guidelines in defining flu season as the timing, severity and length varies from year to year.

 
Attached are the relevant sections of each regulation with proposed additions and deletions noted.  
CONCLUSION
Staff intends to conduct the public comment hearing in December and hopes to return to the PHC in January or February to report on testimony and any recommended changes to these proposed amendments.  Following final action by the PHC, the Department will be able to file final amendments with the Secretary of the Commonwealth. 
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