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Objectives
• List the current regulations for infection prevention that CMS 

(Medicare/Medicaid) revised in October 2016
• List five of the elements required in an Infection Control Program 

for a long-term care facility
• Be able to describe the process that sets your priorities in Infection 

Prevention and Control for your facility each year
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Regulations



CMS Regulations



October 4, 2016
The Centers for Medicare & Medicaid Services (CMS) issued a final 
rule to make major changes to improve the care and safety of the 
nearly 1.5 million residents in over 15,000 long-term care facilities 
that participate in the Medicare and Medicaid programs.
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CMS Regulations



Go to the Federal Register
https://www.federalregister.gov/documents/2016/10/04/2016-23503/medicare-
and-medicaid-programs-reform-of-requirements-for-long-term-care-
facilities#h-30

INFECTION CONTROL (§ 483.80)
We are requiring facilities to develop an Infection Prevention and Control 
Program (IPCP) that includes an Antibiotic Stewardship Program and designate 
at least one Infection Preventionist (IP).
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CMS Regulations

https://www.federalregister.gov/documents/2016/10/04/2016-23503/medicare-and-medicaid-programs-reform-of-requirements-for-long-term-care-facilities#h-30


Phase 1 
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CMS Regulations

Complete by November 28, 
2016

* - this section partially 
implemented in Phases 2 and 3



Phases 2 and 3
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CMS Regulations

Complete by November 28, 
2017

Complete by November 28, 
2019



42 CFR 483.80 – Infection Control
§483.80 Infection Control
• The facility must establish and maintain an infection prevention and 

control program designed to provide a safe, sanitary, and comfortable 
environment to help prevent the development and transmission of 
communicable diseases and infections

• (a) Infection prevention and control program – The facility must establish 
an infection prevention and control program (IPCP) that must include at a 
minimum, the following elements:

• (1) A system for preventing, identifying, reporting, investigating, and 
controlling infections and communicable diseases for all residents, staff, 
volunteers, visitors, and other individuals providing services under a 
contractual arrangement based upon the facility assessment conducted 
according to §483.70(e) – refers to “facility assessment” and following 
accepted national standards;8

CMS Regulations    Phase #1   Implemented by November 28, 2016
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CMS Regulations   Phase #1  Implemented by November 28, 2016

42 CFR 483.75 – QA & Perf.Improv. 
• Participation in Quality Assurance Committee and maintain existing 

Quality Assurance requirements



42 CFR 483.80 – Infection Control
• (e) Facility assessment – The facility must conduct and document a facility-

wide assessment to determine what resources are necessary to care for its 
residents competently during both day-to-day operations and emergencies.  
The facility must review and update the assessment, as necessary, and at 
least annually.  The facility must also review and update this assessment 
whenever there is, or the facility plans for, any change that would require a 
substantial modification to any part of this assessment.  The facility must 
address or include: 

• (1) The facility’s resident population, including, but not limited to: 
• (i) Both the number of residents and the facility’s resident capacity;
• (ii) The care required by the resident population considering the types of 

diseases, conditions, physical and cognitive disabilities, overall acuity, and 
other pertinent factors that are present within that population;

• (iii) The staff competencies that are necessary to provide the level and 
types of care needed for the resident population;
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42 CFR 483.80 – Infection Control
• (iv) The physical environment, equipment, services, and other physical plant 

considerations that are necessary to care for this population; and 
• (v) Any ethnic, cultural, or religious factors that may potentially affect the care 

provided by the facility, including, but not limited to, activities and food and 
nutrition services. 

• (2) The facility’s resources, including, but not limited to, 
• (i) All buildings and/or other physical structures and vehicles; 
• (ii) Equipment (medical and non-medical);
• (iii) Services provided, such as physical therapy, pharmacy, and specific 

rehabilitation therapies; 
• (iv) All personnel, including managers, staff (both employees and those who provide 

services under contract), and volunteers, as well as their education and/or training 
and any competencies related to resident care11
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42 CFR 483.80 – Infection Control
• (v) Contracts, memorandums of understanding, or other agreements with third parties 

to provide services or equipment to the facility during both normal operations and 
emergencies; and 

• (vi) Health information technology resources, such as systems for electronically 
managing patient records and electronically sharing information with other 
organizations. 

• (3) A facility-based and community-based risk assessment, utilizing an all-
hazards approach.

• (f) Staff qualifications
• (1) The facility must employ on a full-time, part-time, or consultant basis those 

professionals necessary to carry out the provision of these requirements. 
• (2) Professional staff must be licensed, certified, or registered in accordance with 

applicable State laws. 
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42 CFR 483.80 – Infection Control
• (g) Use of outside resources
• (1) If the facility does not employ a qualified professional person to furnish a specific 

service to be provided by the facility, the facility must have that service furnished to 
residents by a person or agency outside the facility under an arrangement described in 
section l86l(w) of the Act or (with respect to services furnished to NF residents and 
dental services furnished to SNF residents) an agreement described in paragraph 
(g)(2) of this section. 

• (2) Arrangements as described in section l86l(w) of the Act or agreements pertaining 
to services furnished by outside resources must specify in writing that the facility 
assumes responsibility for –

• (i) Obtaining services that meet professional standards and principles that apply to 
professionals providing services in such a facility; and 

• (ii) The timeliness of the services
13
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42 CFR 483.80 – Infection Control
• (2) Written standards, policies, and procedures for the program, which must 

include, but are not limited to: 
• (i) A system of surveillance designed to identify possible communicable diseases or 

infections before they can spread to other persons in the facility; 
• (ii) When and to whom possible incidents of communicable disease or infections 

should be reported; 
• (iii) Standard and transmission-based precautions to be followed to prevent spread 

of infections;
• (iv) When and how isolation should be used for a resident; including, but not 

limited to:
• (A) The type and duration of the isolation, depending upon the infectious agent or 

organism involved, and
14
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42 CFR 483.80 – Infection Control
• (b) Infection preventionist – The facility must designate one or more individuals as the infections 

preventionist(s) (IPs) who are responsible for the facility’s IPCP.  The IP must
• (B) A requirement that the isolation should be the least restrictive possible for the resident 

under the circumstances. 
• (v) The circumstances under which the facility must prohibit employees with a communicable 

disease or infected skin lesions from direct contact with residents or their food, if direct 
contact will transmit disease; and

• (vi) The hand hygiene procedures to be followed by staff involved in direct resident contact
• (3) An antibiotic stewardship program that includes antibiotic use protocols and a system to 

monitor antibiotic use. 
• (4) A system for recording incidents identified under the facility’s IPCP and the corrective 

actions taken by the facility
• (b) Infection preventionist – The facility must designate one or more individuals as the 

infections preventionist(s) (IPs) who are responsible for the facility’s IPCP15
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42 CFR 483.80 – Infection Control
• (d) Influenza and pneumococcal immunizations –
• (1) Influenza – the facility must develop policies and procedures to ensure that –
• (i) Before offering the influenza immunization, each resident or the resident’s representative 

receives education regarding the benefits and potential side effects of the immunization; 
• (ii) Each resident is offered an influenza immunization October 1 through March 31 

annually, unless the immunization is medically contraindicated or the resident has already been 
immunized during this time period;

• (iii) The resident or the resident’s representative has the opportunity to refuse immunization; 
and

• (iv) The resident’s medical record includes documentation that indicates, at a minimum, the 
following: 

• (A) That the resident or resident’s representative was provided education regarding the benefits 
and potential side effects of influenza immunization16
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42 CFR 483.80 – Infection Control
• (B) That the resident either received the influenza immunization or did not receive the 

influenza immunization due to medical contraindications or refusal
• (2) Pneumococcal disease – the facility must develop policies and procedures to 

ensure that –
• (i) Before offering the pneumococcal immunization, each resident or the resident’s 

representative receives education regarding the benefits and potential side effects 
of the immunization; 

• (ii) Each resident is offered pneumococcal immunization (both types of vaccine, 
i.e. Pneumovax and Prevnar, unless the immunization is medically contraindicated 
or the resident has already been immunized; 

• (iii) The resident or the resident’s representative has the opportunity to refuse 
immunization; and 
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42 CFR 483.80 – Infection Control
• (iv) The resident’s medical record includes documentation that indicates, at a 

minimum, the following: 
• (A) That the resident or resident’s representative was provided education regarding the 

benefits and potential side effects of pneumococcal immunization; and 
• (B) That the resident either received the pneumococcal immunization or did not 

receive the pneumococcal immunization due to medical contraindication or refusal. 
• (e) Linens – Personnel must handle, store, process, and transport linens so as to 

prevent the spread of infection. 
• (f) Annual review – the facility will conduct an annual review of its IPCP and update 

their program, as necessary. 
• [81 FR 68868, October 4, 2016]
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42 CFR 483.75 – QA and Perf.Improv.

• QAPI Plan – as required by the Affordable Care Act
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42 CFR 483.80 – Infection Control
The IP must:
• (1) Have primary professional training in nursing, medical technology, 

microbiology, epidemiology, or other related field; 
• (2) Be qualified by education, training, experience or certification; 
• (3) Work at least part-time at the facility; and 
• (4) Have completed specialized training in infection prevention and control 
• (c) IP participation on quality assessment and assurance committee – The 

individual designated as the IP, or at least one of the individuals if there is more than 
one IP, must be a member of the facility’s quality assessment and assurance 
committee and report to the committee on the IPCP on a regular basis
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42 CFR 483.75 – QA and Perf.Improv.

• Full Implementation of QAPI and integration of Infection 
Preventionist
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• Each facility needs an “infection 
control program”

• Must be written
• Primary goal is to prevent infection by 

use of five essential elements: 
• Prevention
• Identification
• Reporting
• Investigating
• Controlling Infection

• Proper linen care, storage, and 
removal

• Flu and pneumonia vaccines given to 
prevent illness

• Flu vaccine to all residents and staff –
mask policy for anyone who says no

• Both pneumonia vaccines given to all 
residents and staff over 65 years of age

• Help in the development of an 
Antibiotic Stewardship Program
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Summary (cont’d)
• A facility risk assessment or “hazard vulnerability assessment” should 

be performed annually or more often if necessary
• Development and implementation of proper policies and procedures
• Monitoring and auditing of staff performance ( using competency 

validation methodology-”demonstrating mastery”)
• Documentation of audits and follow-up with positive or negative 

feedback to personnel
• A check-back function for those not following proper policy to ensure 

change occurred
• Develop and implement an Antibiotic Stewardship Program 
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Summary 
• Facility must have someone(s) designated as the  Infection 

Preventionist and that individual(s) must have specialized training
• Nurse or microbiology technologist or MPH with APIC, SHEA, or other 

IP training
• Preferably CIC-APIC Board certified in Infection Control – must retake 

test every 5 years
• Must work for the facility at least part-time
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Other Federal Regulations



Dec. 13, 2016
In 2014, The United States Advisory Committee on Immunization 
Practices (ACIP) recommended PCV13 (pneumococcal conjugate 
vaccine) for all adults ≥ 65 years of age [5].  CMS agrees with the 
ACIP (Advisory Committee on Immunization Practices) that adults 
of any age with a high-risk condition should receive both PCV13 
(Prevnar) and the 23-valent pneumococcal polysaccharide vaccine 
(PPSV23 or Pneumovax). 
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Legionella Regulations
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Legionella Regulations
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Bloodborne Pathogen Standard

• OSHA’s Bloodborne Pathogen Standard 29 CFR 1910.1030
• In 1991, the Occupational Safety and Health Administration 

(OSHA) issued a Bloodborne Pathogen Standard to protect workers 
from occupational exposure to Hepatitis B Virus (HBV), Human 
Immunodeficiency Virus (HIV), and other Bloodborne pathogens.
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Creating an Exposure Control Plan



Tuberculosis Control Plan
• 29 CFR Part 1910
• Occupational Exposure to Tuberculosis; Proposed Rule; 

Termination of Rulemaking Respiratory Protection for M. 
tuberculosis; Final Rule; Revocation
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OSHA 300 Log Reporting
• Recording and Reporting Occupational Injuries and Illness (29 

CFR 1904)
• Annual reporting; generally in February of the following year, 

report the pervious year’s OSHA reportable occupational injuries 
and illnesses
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Maryland Specific Regulations 
COMAR 10.07.02



.21 Infection Control Program
• A. Infection Control Program – The facility shall establish, maintain, 

and implement an effective infection control program that: 
• (1) Investigates, controls, and prevents infections in a timely manner 

through a system that enables the facility to: 
• (a) Analyze patterns of infected individuals;
• (b) Analyze changes in prevalent organisms; 
• (c) Analyze increases in the rate of infection; and 
• (d) Obtain surveillance data for the prevention and control of additional 

cases
• (2) Determines the procedures, such as appropriate precautions, 

that are to be applied to an individual resident; 
38

COMAR 10.07.02

Need to know your 
baselines and bugs!



.21 Infection Control Program
• (3) Maintains a record of infections in the facility, and the corrective actions 

that were taken related to infections; and 
• (4) Monitors and evaluates the: 

• (a) Effectiveness of the infection control program by surveying rates of 
infection, especially of those residents who have an especially high risk of 
infection; and 

• (b) Effective implementation of the policies and procedures that are outlined 
in §F(1) of this regulations. 

• B. The facility shall assign at least one individual with education and 
training in infection surveillance, prevention, and control to be 
responsible for approving actions to prevent and control infections. 
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Know how to calculate rates!
Look into risk stratifying your 

residents… 



.21 Infection Control Program
• C. Effective January 1, 2005, the facility’s infection control coordinator shall 

attend a basic infection control training course that is approved by the Office of 
Healthcare Quality and the Office of Epidemiology and Disease Control Program 
for the Department. 

• D. The facility shall have mechanisms for communicating the results of infection 
control activities to employees, and the individual or individuals who are 
responsible for the facility’s performance.

• E. The facility’s communication mechanism shall ensure that the administrator, 
director or nursing, and the medical director receive and address reports of infection 
control findings and recommendations in a timely manner.

• F. Infection Control Policies and Procedures: 
40
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ALL HCP need to know how the 
facility is doing regarding IP&C!



.21 Infection Control Program
• (1) The infection control program shall establish written policies and 

procedures to investigate, control, and prevention infections in the facility 
including policies and procedures to:

• (a) Identify facility-associated infections and communicable diseases in 
accordance with COMAR 10.06.01;

• (b) Report occurrences of certain communicable diseases and outbreaks 
of communicable diseases to the local health department in accordance 
with COMAR 10.06.01 and Health-General Article, §18-202, Annotated 
Code of Maryland; 

• (c) Institute appropriate infection control steps when an infection is suspected 
or identified in order to control infection and prevent spread to other 
residents;
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Recognize early and 
get help from LHDs



.21 Infection Control Program
• (d) Perform surveillance of residents and employees at appropriate 

intervals to monitor and investigate causes of infection, facility-
associated and community acquired, and the manner in which it was 
spread;

• (e) Train employees about infection control and hygiene including: 
• (i) Hand hygiene;
• (ii) Respiratory protection;
• (iii) Soiled laundry and linen processing; 
• (iv) Needles, sharps, or both; 
• (v) Special medical waste handling and disposal; and 
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.21 Infection Control Program
• (vi) Appropriate use of antiseptics and disinfectants
• (f) Train and monitor employee application of infection control and 

aseptic techniques; and 
• g) Review the infection control program at least annually and revise 

as necessary. 
• (2) The facility shall provide information concerning the 

communicable disease status of any resident being transferred or 
discharged to any other facility, including a funeral home.  

• (3) The facility shall obtain information concerning the communicable 
disease status of any resident being transferred or discharged to the 
facility
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.21 Infection Control Program
• G.  Preventing Spread of Infection
• (1) The facility shall assess any residents with signs and symptoms 

of an infectious illness for the possibility of transmission to another 
resident or employee

• (2) The facility shall take appropriate infection control steps to 
prevent the transmission of a communicable disease to residents, 
employees, and visitors as outlined in the following guidelines: 

• (a) Guideline for Isolation Precautions in Hospitals; and 
• (b) Guidelines for Infection Control in Health Care Personnel. 
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.21 Infection Control Program
• (3) The facility shall prohibit employees with communicable disease 

or with infected skin lesions from direct contract with residents or 
their food if direct control could transmit the disease. 

• (4) The facility shall require employees to perform hand hygiene 
after each direct resident contact for which hand hygiene is indicated 
by accepted professional practice.  

• (5) The facility shall handle, store, process, and transport linens so as 
to prevent the spread of infection.
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.21-1 Employee Health Program 
• A. The facility’s infection control program shall monitor the 

relevant health status of all employees, as it relates to infection 
control.  The following guidelines shall aid the facility in 
implementing its employee health program: 

• (1) Guidelines for Infection Control in Health Care Personnel;
• (2) Immunization of Health-Care Workers: Recommendations 

of the Advisory Committee on Immunization Practices (ACIP) 
and the Hospital Infection Control Practices Advisory 
Committee (HICPAC); and 

• (3) COMAR 09.12.31
47
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Resident and Volunteer Health Program 

• .21-2 Resident Health Program
• A. The facility’s infection control 

program shall include monitoring of 
the health status of all residents to 
determine if the residents are free 
from tuberculosis in a 
communicable form

• .21-3 Volunteer Health Program
• A. The facility shall urge that 

volunteers… accept annual 
influenza vaccination and tuberculin 
testing as considered necessary by 
the facility.  The facility shall give 
appropriate health care information 
to such volunteers to provide 
maximum protection to residents
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.21-4 Infection Control – Standard 
Precautions 
• A. Standard Precautions – All employees shall routinely use 

appropriate barrier precautions to prevent skin and mucous 
membrane exposure when contact with blood or the body fluids of 
any resident is anticipated as outlined in: 

• (1) Guideline for Isolation Precautions in Hospitals; and 
• (2) COMAR 09.12.31
• B. The infection control program shall include the handling of 

medical waste as defined in COMAR 10.06.06
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Outbreak Definition
• (a) A foodborne disease outbreak – 2 or more epidemiologically related 

cases of illness following consumption of common food item or items
• (c) An increase in the number of infections in a facility, such as a 

hospital, long-term care facility, assisted living facility, school, or child 
care center, over the baseline rate usually found in that facility 
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Questions
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