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Disclaimer

The views and opinions presented today 

are that of the speaker and should not be 

interpreted as official IDPH interpretation.
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Session Outline

ÅReview new and improved CMS Tag F441 

Interpretive Guideline changes effective 

9/30/09

(Note: F-tags provide CMS regulation 

clarification & investigative protocols for 

LTC surveyors)

ÅMiscellaneous

ÅQ & A
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Synopsis 

ÅUnchanged: Regulatory language (42 CFR 

483.65) is unchanged

ÅDeleted: Federal Tags (F-tags) 442, 443, 444, 

& 445  and incorporated the guidance into F 

Tag 441 (ñcollapsedò these F Tags into a 

single F Tag)

ÅProvided: Definitions, education, explanation 

and examples for surveyors to reference

ïSubstantial level of detail & thorough explanation

ÅEffective 9/30/09 
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Federal Regulatory Language

42 CFR 483.65 Infection Control

Facility must establish & maintain an Infection Control 

Program designed to provide a safe, sanitary, & 

comfortable environment & to help prevent the 

development & transmission of disease and infection.

483.65(a) (1) (2) (3) Infection Control 

Program

483.65(b) (1) (2) (3) Preventing Spread of 

Infection

483.65(c) Linens
5



New and Improved

Helpful Hint:

Surveyors will look for evidence that facility:

1. Recognizes/manages infections at 

admission & throughout stay

2. Follows recognized infection control 

practices while providing care

3. Uses interdisciplinary approach
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Prior to 9/30/09é.

ÅF441 ïInfection Control Program

ÅF442 ïPreventing Spread of Infection

ÅF443 ïProhibit employees w/ CD or 

infected skin lesions from direct resident  

contact or food contact, if direct contact 

with transmit the disease

ÅF444 ïHand washing (CDCôs 1985 

guideline)

ÅF445 ïLinens 
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New and Improved

1. Collapsed Tags 
F441, F442, F443, 
F444, & F445 into 
F441 

2. Expanded size 
from 8 to 32 pages 
(plus 4 pages of 
references)
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Interpretive Guideline:

Prior to 9/30/09
Å42 CFR 483.65 statement

ÅIntent

ÅInterpretive Guidelines

ÅProcedures

ÅProbes
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Interpretive Guideline: 

New and Improved
Å42 CFR 483.65 statement

ÅIntent

ÅDefinitions 

ÅOverview

ïñNOTE: It is important  that all infection 

prevention & control practices reflect current 

CDC guidelines.ò 

ÅBackground info --- 16-1/2 pages (Note: 

ñbackground infoò is Judyôs terminology)
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Interpretive Guideline: 

New and Improved (continued)

ÅEndnotes (40 references)

ÅInvestigative protocol for infection control 

ÅDetermination of Compliance Criteria for 

Compliance

ÅDeficiency Categorization (Part IV, 

Appendix P)
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Intent of the Regulation:

New and Improved

Assure Facility:

ÅDevelops,

ÅImplements, & 

ÅMaintains Infection Prevention & Control 

Program (IPCP) in order to:

ïPrevent,

ïRecognize, &

ïControl, to the extent possible, the onset & 

spread of infection within the facility
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New and Improved:

Background Info

ÅInfection Prevention & Control Program 

COMPONENTS:

ïProgram development & oversight

ïPolicies & Procedures

ïInfection Preventionist

ïSurveillance: Process & Outcome

ïDocumentation  

13



New and Improved:

Background Info (continued)

ÅInfection Prevention & Control Program 

COMPONENTS:

ïMonitoring

ïData analysis

ïCommunicable disease reporting

ïEducation

ïAntibiotic review
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New and Improved:

Program Development & Oversight

ÅCore focus:

ïEstablishing goals & priorities

ïPlanning & implementing strategies to 

achieve goals

ïMonitoring implementation of the program

ïResponding to errors, problems, or other 

identified issues
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New and Improved:

Program Development & Oversight

ÅAdditional activities may include, but 

arenôt limited to: 

ïIdentifying roles & responsibilities for routine 

implementation as well as unusual 

occurrences or threat of bio-hazard attack

ïDefining & managing resident health 

initiatives

ïManaging food safety etc.

ïProviding a nursing home liaison to work with 

local and state health agencies 
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New and Improved:

Program Development & Oversight

ÅPersonnel:

ïPersonnel are identified as being responsible 

for overall program oversight

ïMay include collaboration of:

ÅAdministrator, Medical Director (or designee), 

DON, other staff as appropriate
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New and Improved:

Background Info
ÅPreventing the Spread of Infection:

ïFactors associated with infection spread in 

nursing homes (individual & institutional)

ïPrevention & control of infection transmission:

ÅIncludes info about Spaulding classification system

ïGeneral approaches to prevention & control:

ÅStandard Precautions (but didnôt mention Resp. 

Hygiene/Cough Etiquette or safe injection practices)

ÅHand hygiene (ABHR appropriate except for 

situations where hand washing is specifically 

required)
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New and Improved:

Background Info
ÅPreventing the Spread of Infection:

ïOther Staff-related preventive measures

ïTransmission-based precautions

ÅPertinent signage (i.e., isolation precautions)

ÅReadily available PPE

ÅAirborne, Contact, and Droplet Precautions

ïSafe water precautions:

ÅSafe drinking water: facility is responsible for 

maintaining a safe & sanitary water supply by 

meeting FDA drinking water standards 
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New and Improved:

Background Info

ÅHandling Linens to Prevent and Control 

Infection Transmission

ïIf all used linen is handled as potentially 

contaminated (i.e., Standard Precautions), no 

additional separating or special labeling is 

recommended

ïIf Standard Precautions used, double bagging is 

only recommended if the outside of the bag is 

visibly contaminated or wet 
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New and Improved:

Background Info

ÅRecognizing & Containing Outbreaks

ïTypically, 1 or more of the following: 1 case of 

highly communicable infection; trends 10% 

higher than baseline (warrant further 

investigation); or 3 or more cases of same 

infection over a specified time on same unit or 

other defined area

ÅOutbreak management plan usually includes 

efforts to prevent transmission while 

considering needs of all residents & staff 21



New and Improved:

Background Info

ÅPreventing Spread of Illness Related to 

MDROs

ïInclude, but are not limited to MRSA, VRE, and 

Clostridium difficile

ÅPreventing Infections Related to the Use of 

Specific Devices

ïSurveillance consistently includes all residents 

with vascular access, including venous access 

& implanted ports e.g., PICCs and midlines 22



New and Improved:

Investigative Protocol

ÅObservations

ÅInterviews

ÅRecord reviews

Note: Surveyors use investigative protocol:

ïTo investigate compliance;

ïFor every initial certification or recert survey;

ïDuring revisit or abbreviated surveys (complaint 

investigations) when indicated 23



Synopsis of Compliance Criteria

LTCF complies with 42 CFR 483.65 if it: 

ÅDemonstrates practices to prevent the 

spread of infections

AND

ÅDemonstrates practices to control 

outbreaks
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F441 Compliance Criteria

LTCF is in compliance if staff demonstrates:

ïOngoing surveillance,

ïRecognition,

ïInvestigation, & 

ïControl of infections to prevent onset & 

spread of infection

ïPractices/processes consistent with infection 

prevention & prevention of cross-

contamination & outbreak control (including 

Standard & Transmission-based Precautions)
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F441 Compliance Criteria

ÅLTCF is in compliance if staff demonstrates: 

ïUse of records of incidents to improve IC 

processes/outcomes by taking corrective action

ïProcesses/procedures to identify & prohibit 

staff with CD or infected skin lesions from direct 

contact with residents or food contact, if direct 

contact will transmit disease 

(Note: Compliance is based in part on ability to 

be proactive & implement appropriate actions)
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F441 Compliance Criteria

ÅLTCF is in compliance if staff demonstrates: 

ïAppropriate hand hygiene practices, after each 

direct resident contact as indicated by 

professional practice

ï[Appropriate] handling, storage, processing & 

transporting of linens so as to prevent spread of 

infection
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F441 Noncompliance

ÅNoncompliance may include, but is not 

limited to, one or more of the following 

FAILURE TO:

ïDevelop an IPCP in accordance with standards 

summarized in this this guidance

ïUtilize infection precautions to minimize 

infection transmission

ïIdentify & prohibit staff with CD from direct 

contact with resident (or food) etc.

ïDemonstrate proper hand hygiene
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F441 Noncompliance

ÅNoncompliance may include, but is not 

limited to, one or more of the following 

FAILURE TO:

ïProperly dispose of soiled linen

ïDemonstrate the use of surveillance

ïAdjust facility processes as needed to address 

a known infection risk

(Note: Interviews that reveal lack of staff 

knowledge & inadequate facility documentation 

of compliant practices can confirm deficiencies)
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Potential Tags for Additional 

Investigation
Å42 CFR 483.20 (b), F272:

ïComprehensive Assessments

Å42 CFR 483.20 (b), F274:

ïSignificant Change Assessments

Å42 CFR 483.20(k) (1) (i), F279: 

ïComprehensive Care Plan

Å42 CFR 483.20(k) (2) (iii), F280:

ïComprehensive Care Plan Review 

30



Potential Tags for Additional 

Investigation
Å42 CFR 483.25 (l), F329:

ïUnnecessary Drugs

Å42 CFR 483.25 (l) (2) (n), F334:

ïInfluenza & Pneumococcal Immunizations

Å42 CFR 483.35 (i) (2), F371: 

ïSanitary Conditions

Å42 CFR 483.75 (f), F498:

ïProficiency of Nurse Aides 
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Deficiency Categorization 

(Part IV, Appendix P)
Å After survey team completes investigation, analyzed data, reviewed 

the regulatory requirements, and determined that noncompliance 

exists, the team determines the severity of each deficiency, based on 

resultant effect or potential for harm to the resident:

1. Presence of harm/negative outcome(s) or 

potential for negative outcomes due to a 

failure of care & services

2. Degree of harm (actual or potential) related to 

the noncompliance

3. Immediacy of correction required
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Deficiency Categorization: 

Severity Levels
ÅLevel  4: Immediate Jeopardy to resident 

health or safety

ÅLevel 3: Actual Harm that is not Immediate 

Jeopardy

ÅLevel 2: No Actual Harm with potential for 

more than minimal harm that is not 

Immediate Jeopardy

ÅLevel 1: No Actual Harm with potential for 

minimal harm
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Tag F441: 

Endnotes/References Include
ÅSHEA/APIC Guideline: 

ï2008 Infection Prevention & Control in the LTCF

ÅCDC/HICPAC Guidelines:

ï2007 Isolation Precautions

ï2006 MDRO

ï2003 Environmental Infection Control

ï2002 Hand Hygiene

ï2002 Prevention of IV Catheter-Related 

Infections
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MISCELLANEOUS

(Examples of other items

that are useful for LTCF Infection 

Prevention & Control Programs)
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CDC / HICPAC Infection Control Guidelines

Å2009: Guideline for Prevention of Catheter-

associated UTI

Å2008: Guideline Sterilization & Disinfection in 

Healthcare Facilities

Å2007: Guideline for Isolation Precautions: 

Preventing Transmission of Infectious Agents in 

Healthcare Settings

Å2006: Management of MDROs In Healthcare 

Settings

Å2005: Guidelines for Preventing the 

Transmission of Mycobacterium tuberculosis in 

Health-Care Settings
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CDC / HICPAC Infection Control Guidelines

Å2003: Guideline for Preventing Health-Care-
Associated Pneumonia

Å2003: Guideline for Environmental Infection 
Control in Health-Care Facilities

Å2002: Guideline for Hand Hygiene in Health-
Care Settings

Å2002: Guidelines for the Prevention of 
Intravascular Catheter-Related Infections

Å1999: Guideline for Prevention of Surgical Site 
Infection

Å1998: Guideline for Infection Control in Health 
Care Personnel
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IDPH LTCF Rules

ÅRules for Skilled Nursing and Intermediate 
Care Facilities

Å77 Illinois Administrative Code 300

ïSection 300.696 Infection Control 

ïSection 300.1020 Communicable Disease 
Policies
ÅAll illnesses required to be reported under the 

Control of CD Code and Control of STD Code shall 
be reported immediately to the LHD and to the 
Departmenté In addition, the facility shall inform 
the Department of all instances of scabies and 
other skin infestations. 
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IDPH Disease Reporting Rules

ÅControl of Tuberculosis Code

ï77 Illinois Administrative Code 696

ÅControl of Sexually Transmitted Diseases Code

ï77 Illinois Administrative Code 693

ÅControl of Communicable Disease Code 

ï77 Illinois Administrative Code 690
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WHAT IS THE IDPH ñRECIPEò 

FOR BOILING WATER?

ÅBoil the water vigorously (water should be 

bubbling and rolling) for FIVE minutes

Å(Note: previous recommendation said to 

boil water for one minute)

ïSource: IDPH Division of Food, Drugs and Dairies 

Technical Information Bulletin/Food #39 (2008)
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CDC/HICPAC 2007 Isolation Guideline:

Overview

Table of Contents Pages 4-6

Executive Summary Pages 7-10

Abbreviations Page 11

Part I: Review of the Scientific Data Pages 12-40 

Part II: Fundamental Elements to Prevent 

Transmission of Infectious Agents in 

Healthcare Settings

Pages 41-65

Part III: HICPAC/CDC Precautions to 

Prevent Transmission of Infectious Agents 

Pages 66-73
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Part III. Precautions 

Pages 66-73:

ÅIII.A. Standard Precautions [p.p. 66-69]

ÅIII.B. Transmission-Based Precautions [pp. 69-71]

ÅIII.C. Syndromic and Empiric Applications of 
Transmission-Based Precautions [p.p. 71-72]

ÅIII.D. Discontinuation of Transmission-Based 
Precautions [p. 72]

ÅIII.E. Application of Transmission-Based 
Precautions in ambulatory and home care 
settings [p.p. 72-73]

ÅIII.F. Protective Environment [p. 73]
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2007 Isolation Guideline:

Overview (continued)

Part IV: Recommendations Pages 74-92

Appendix A Pages 93-113

Tables 1-5 Pages 114-128 

Figure: Sequence for Donning and 

Removing PPE

Pages 129-130

Glossary Pages 131-138

References Pages 139-219
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ÅThe addddddition of a mask for certain 
spinal procedures grew from recent 
evidence of an associated risk for 
developing meningitis caused by 
respiratroy flora

ÅThe use of a mask when performing 
certain high-risk, prolonged procedures 
involving spinal canal punctures (e.g., 
myelography, epidural anesthesia)
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