Effective November 28, 2017

FEDERAL GUIDELINES FOR BED RAILS

Excerpted from State Operations Manual, Appendix PP - Guidance to Surveyors for Long Term Care
Facilities (Rev. 173, 11-22-17), https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/
downloads/som107ap_pp_guidelines_ltcf.pdf.

F700

§483.25(n) Bed Rails.

The facility must attempt to use appropriate alternatives prior to installing a side or bed rail.
If a bed or side rail is used, the facility must ensure correct installation, use, and maintenance
of bed rails, including but not limited to the following elements.

8483.25(n)(1) Assess the resident for risk of entrapment from bed rails prior to installation.

8483.25(n)(2) Review the risks and benefits of bed rails with the resident or resident
representative and obtain informed consent prior to installation.

8483.25(n)(3) Ensure that the bed’s dimensions are appropriate for the resident’s size and
weight.

8483.25(n)(4) Follow the manufacturers’ recommendations and specifications for installing
and maintaining bed rails.

INTENT 483.25(n)

The intent of this requirement is to ensure that prior to the installation of bed rails, the facility
has attempted to use alternatives; if the alternatives that were attempted were not adequate to
meet the resident’s needs, the resident is assessed for the use of bed rails, which includes a
review of risks including entrapment; and informed consent is obtained from the resident or if
applicable, the resident representative. The facility must ensure the bed is appropriate for the
resident and that bed rails are properly installed and maintained.

DEFINITIONS §483.25(n)
"Entrapment™ is an event in which a resident is caught, trapped, or entangled in the space in or
about the bed rail.

“Bed rails” are adjustable metal or rigid plastic bars that attach to the bed. They are available
in a variety of types, shapes, and sizes ranging from full to one-half, one-quarter, or one-eighth
lengths. Also, some bed rails are not designed as part of the bed by the manufacturer and may be
installed on or used along the side of a bed.
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Examples of bed rails include, but are not limited to:
e Side rails, bed side rails, and safety rails; and
e Grab bars and assist bars.

GUIDANCE 8§483.25(n)

Even when bed rails are properly designed to reduce the risk of entrapment or falls, are
compatible with the bed and mattress, and are used appropriately, they can present a hazard to
certain individuals, particularly to people with physical limitations or altered mental status, such
as dementia or delirium.

Resident Assessment
After a facility has attempted alternatives to bed rails and determined that these alternatives do
not meet the resident’s needs, the facility must assess the resident for the risks of entrapment and
possible benefits of bed rails. In determining whether to use bed rails to meet the needs of a
resident, the following components of the resident assessment should be considered including,
but not limited to:
e Medical diagnosis, conditions, symptoms, and/or behavioral symptoms;
Size and weight
Sleep habits
Medication(s)
Acute medical or surgical interventions
Underlying medical conditions
Existence of delirium
Ability to toilet self safely
Cognition
Communication
Mobility (in and out of bed)
Risk of falling.

In addition, the resident assessment must include an evaluation of the alternatives to the use of a
bed rail that were attempted and how these alternatives failed to meet the resident’s assessed
needs.

The facility must also assess the resident’s risk from using bed rails. The following includes
potential risks regarding the use of bed rails as identified by the Food and Drug
Administration’s Hospital Bed Safety Workgroup Clinical Guidance For the Assessment and
Implementation of Bed Rails In Hospitals, Long Term Care Facilities, and Home Care Settings
(April 2003) and have been adapted for surveyor guidance:
e Accident hazards
o0 The resident could attempt to climb over, around, between, or through the rails, or
over the foot board,
0 Arresident or part of his/her body could be caught between rails, the openings of the
rails, or between the bed rails and mattress.
e Barrier to residents from safely getting out of bed
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o0 Arresident could crawl over rails and fall from greater heights increasing the risk for
serious injury
0 Arresident could attempt to get out of bed over the foot board
e Physical restraint
o0 Hinders residents from independently getting out of bed thereby confining them to
their beds
o Creates a barrier to performing routine activities such as going to the bathroom or
retrieving items in his/her room
e Other potential negative physical outcomes
o Decline in resident function, such as muscle functioning/balance
o0 Skin integrity issues
o Decline in other areas of activities of daily living such as using the bathroom,
continence, eating, hydration, walking, and mobility
e Other potential negative psychosocial outcomes
o Creates an undignified self-image and alter the resident’s self-esteem
o Contributes to feelings of isolation
0 Induces agitation or anxiety

These potential risks can be exacerbated by improper match of the bed rail to bed frame,
improper installation and maintenance, and use with other devices or supports that remain when
the bed rail is removed.

Entrapment may occur when a resident is caught between the mattress and bed rail or in the bed
rail itself. Although, not all bed rails create a risk for entrapment, injury may still occur. It
varies depending on the resident. Residents most at risk for entrapment are those who are frail
or elderly or those who have conditions such as agitation, delirium, confusion, pain,
uncontrolled body movement, hypoxia, fecal impaction, acute urinary retention, etc. that may
cause them to move about the bed or try to exit from the bed. The untimeliness of assistance
using the bathroom and inappropriate positioning or other care-related activities can contribute
to the risk of entrapment.

Informed Consent
After alternatives have been attempted and prior to installation, the facility must obtain informed
consent from the resident or if applicable, the resident representative for the use of bed rails.
The facility should maintain evidence that it has provided sufficient information so that the
resident or resident representative could make an informed decision. Information that the
facility must provide to the resident, or resident representative include, but are not limited to:
e What assessed medical needs would be addressed by the use of bed rails;
e The resident’s benefits from the use of bed rails and the likelihood of these benefits;
e The resident’s risks from the use of bed rails and how these risks will be mitigated; and
e Alternatives attempted that failed to meet the resident’s needs and alternatives
considered but not attempted because they were considered to be inappropriate.

The information should be presented to the resident, or if applicable, the resident representative,
so that it could be understood and that consent can be given voluntarily, free from coercion.
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Installation and Maintenance of Bed Rails
Assuring the correct installation and maintenance of bed rails is an essential component in
reducing the risk of injury resulting from entrapment or falls. The FDA and the United States
Consumer Product Safety Commission (CPSC) has recommended the following initial and
ongoing actions to prevent deaths and injuries from entrapment and/or falls from bed rails:

e Before bed rails are installed, the facility should:

0}

0}

Check with the manufacturer(s) to make sure the bed rails, mattress, and bed frame
are compatible, since most bed rails and mattresses are purchased separately from
the bed frame.

NOTE: The FDA has published (1) the Hospital Bed System Dimensional and
Assessment Guidance to Reduce Entrapment as a resource to reduce entrapments
resulting from hospital beds and (2) Practice Hospital Bed Safety as to the proper
dimensions and distance of various parts of the beds (i.e.; distance between bed
frames and mattresses, bed rails and mattresses, etc.)

Rails should be selected and placed to discourage climbing over rails to get in and
out of bed, which could lead to falling over bed rails.

e When installing and using bed rails, the facility should:

0}
o

o
0}

Ensure that the bed’s dimensions are appropriate for the resident.

Confirm that the bed rails to be installed are appropriate for the size and weight of
the resident using the bed.

Install bed rails using the manufacturer's instructions to ensure a proper fit.

Inspect and regularly check the mattress and bed rails for areas of possible
entrapment.

Regardless of mattress width, length, and/or depth, the bed frame, bed rail and
mattress should leave no gap wide enough to entrap a resident’s head or body. Gaps
can be created by movement or compression of the mattress which may be caused by
resident weight, resident movement or bed position, or by using a specialty mattress,
such as an air mattress, mattress pad or water bed.

Check bed rails regularly to make sure they are still installed correctly as rails may
shift or loosen over time.

In addition, ongoing precautions may include following manufacturer equipment alerts and
recalls and increasing resident supervision.

The use of a specialty air-filled mattress or a therapeutic air-filled bed may also present an
entrapment risk that is different from rail entrapment with a regular mattress. The high
compressibility of an air-filled mattress compared to a regular conventional mattress requires
appropriate precautions when used for a resident at risk for entrapment. An air-filled mattress
compresses on the side to which a person moves, thus raising the center of the mattress and
lowering the side. This may make it easier for a resident to slide off the mattress or against the
rail. Mattress compression widens the space between the mattress and rail. When a resident is
between the mattress and rail, the mattress can re-expand and press the chest, neck, or head
against the rail. While using air therapy to prevent and treat pressure injuries, facilities should
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also take precautions to reduce the risk of entrapment. Precautions may include following
manufacturer equipment alerts and increasing supervision.

Facilities must also conduct routine preventive maintenance of beds and bed rails to ensure they
meet current safety standards and are not in need of repair. For concerns regarding installation
and maintenance of the beds or bed rails, see guidance for 42 CFR 483.90(d)(3), F9009.

Ongoing Monitoring and Supervision

Assuring the correct use of an installed bed rail, and maintenance of bed rails is an essential
component in reducing the risk of injury. After the installation of bed rails, it is expected that the
facility will continue to provide necessary treatment and care, in accordance with professional
standards of practice and the resident’s choices. This should be evidenced in the resident’s
record, and include the following components, but are not limited to:

The type of specific direct monitoring and supervision provided during the use of the bed
rails, including documentation of the monitoring;

The identification of how needs will be met during use of the bed rails, such as for re-
positioning, hydration, meals, use of the bathroom and hygiene;

Ongoing assessment to assure that the bed rail is used to meet the resident’s needs;
Ongoing evaluation of risks;

The identification of who may determine when the bed rail will be discontinued; and

The identification and interventions to address any residual effects of the bed rail (e.g.,
generalized weakness, skin breakdown).

KEY ELEMENTS OF NONCOMPLIANCE
To cite deficient practice at F700, the surveyor's investigation will generally show that the
facility failed to do one or more of the following:

Identify and use appropriate alternative(s) prior to installing a bed rail;

Assess the resident for risk of entrapment prior to installing a bed rail;

Assess the risk versus benefits of using a bed rail and review them with the resident or if
applicable, the resident’s representative;

Obtain informed consent for the installation and use of bed rails prior to the installation.
Ensure appropriate dimensions of the bed, based on the resident’s size and weight;
Ensure correct installation of bed rails, including adherence to manufacturer’s
recommendations and/or specifications;

Ensure correct use of an installed bed or side rail; and/or
Ensure scheduled maintenance of any bed rail in use according to manufacturer’s
recommendations and specifications.

INVESTIGATIVE PROTOCOL
Use this protocol for:

A sampled resident who has MDS data that indicates a bed/side rail is used;
Surveyor observation of the use of a bed/side rail for a resident; and/or
An allegation of inappropriate use of a bed/side rail received by the State Survey Agency.
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PROCEDURES

Briefly review the assessment, care plan, and orders of the resident to identify facility
interventions and to guide observations to be made. Corroborate observations by interview and
record review.

Observation- Resident
During observations of a resident who has bed/side rails, determine:

What type of bed rail is installed and for how long the bed rail has been in use;

If the bed rail in good working order;

Frequency of use of the bed rail;

Any physical or psychosocial reaction to the bed rail, such as attempts to release/remove
the bed rail, verbalizing anger/anxiety;

Who applies the bed rail and how often monitoring is provided;

How the resident is positioned in the bed relative to the bed rails and how the resident
moves in bed;

How the resident requests staff assistance (e.g., access to the call light);

Whether the resident is toileted, ambulated or provided exercises or range of motion
when the bed rails are released, who released the bed rails and for how long;

NOTE: A resident may have a device in place that the facility has stated can be removed
by the resident. For safety reasons, do not request that the resident remove the bed rails,
but rather request that staff ask the resident to demonstrate how he/she releases the bed
rails.

Interview-Resident or Resident Representative
Interview the resident, or if applicable, the resident representative, to the degree possible to
identify:

Who requested the bed rail to be installed,

Prior to the use of the bed rail, whether staff provided information regarding how the bed
rail would address a resident need, the risks and/or benefits, and alternatives to bed
rails, when and how long the bed rails were going to be used;

Whether the interdisciplinary team provided interventions for monitoring and release of
the bed rails for activities, such as use of the bathroom, walking and range of motion;
Whether staff discussed mobility issues with the resident, or resident’s representative,
when the bed rail is in use and/or other impacts on activities of daily living and
involvement in activities; and

How the resident can request staff assistance when the bed rail is in use.

Interviews-Staff
Interview direct care and licensed nursing staff on various shifts who provide care to the
resident to determine:

Knowledge of specific interventions related to the use of the bed rails for the resident,
including:

0 When use of the bed rail was initiated;

0 The rationale for selecting the bed rail for use;

o Identifying the benefits and risks of using the bed rail;
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e What is the resident’s functional ability, such as bed mobility and ability to transfer
between positions, to and from bed or chair, to toilet and to ability to stand.;

e Whether there have been any physical and/or psychosocial changes related to the use of
the bed rail, such as increased incontinence, decline in ADLs or ROM, increased
confusion, agitation, and depression;

e Whether other interventions have been attempted to minimize or eliminate the use of the
bed rails; and

e Whether there are facility guidelines/protocols for the use of bed rails.

Interview the charge nurse, to gather the following additional information:
e How the implementation of the use of bed rails is monitored and who is responsible for
the monitoring;
e Who evaluates and assesses the resident to determine the ongoing need for bed rails;
e Whether bed rail use should be gradually decreased; and
e How the modifications for the interventions are evaluated for effectiveness in
discontinuing the use of the bed rails.

Record Review

Review the MDS, assessments, physician orders, therapy and nursing notes and other progress
notes that may have assessment information related to use of the bed rail. Determine whether
identified decline can be attributed to a disease progression or use of bed rails. Determine
whether the assessment information accurately and comprehensively reflects the status of the
resident for:

e The identification of specific medical symptom(s) for which the bed rail is used;

e Functional ability, including strength and balance (such as bed mobility and ability to
transfer between positions, to and from bed or chair, and to stand and the ability to
toilet);

e |dentification of the resident’s risks such as physical/functional decline and psychosocial
changes, and benefits, if any, due to the use of the bed rails;

e Attempts at using alternatives to bed rails, including how the alternatives did not meet
the resident’s medical or safety need or were inappropriate;

e ldentification of any injuries, or potential injuries, that occurred during the use of bed
rails.

When the interdisciplinary team has determined that a resident may benefit from the use of a
device for mobility or transfer, whether the assessment includes a review of the resident’s:
e Bed mobility; and
e Ability to transfer between positions, to and from bed or chair, to stand and the ability to
toilet.

Review the resident’s care plan to determine if it is consistent with the resident’s specific
conditions, risks, needs, behaviors, preferences, current professional standards of practice, and
included measurable objectives and timetables, with specific interventions/services for use of the
bed rail. The care plan may include:

e Which medical need would be met through the use of bed rails;



Effective November 28, 2017

How often the bed rail is applied, duration of use, and the circumstances for when it is to
be used,;

How monitoring is provided, and when and how often the bed rail is to be released and
assistance provided for use of the bathroom, walking and range of motion;

What the resident’s functional ability is, such as bed mobility and ability to transfer
between positions, to and from bed or chair, and to stand and toilet and staff required for
each function that requires assistance;

Identification of interventions to address any potential complications such as physical
and/or psychosocial changes related to the use of the bed rails, such as increased
incontinence, decline in ADLs or ROM, increased confusion, agitation, and depression;
Identification of interventions to minimize or eliminate the use of the bed rails; and

Who monitors for the implementation of the use of the bed rails, and who evaluates and
assesses the resident to determine the ongoing need for bed rails, whether the bed rail
use should be gradually decreased, and how the modifications for the interventions are
evaluated for effectiveness in discontinuing the use of the bed rail.

DEFICIENCY CATEGORIZATION
Examples of Severity Level 4 Noncompliance Immediate Jeopardy to Resident Health or
Safety include, but are not limited to:

A facility failed to attempt to use alternatives to bed rails and assess a resident for risk
of entrapment. The resident was assessed to be at risk of falls when she made repeated
attempts to self-transfer off of her bed. All of the falls occurred when a half side rail
was in use. According to a facility accident report, the resident was found on the floor
with her back against the bed, holding onto one of the half side rails with both hands,
with her neck wedged between the half side rails. The resident was able to remove
herself from between the mattress and the bed rail, and did not sustain any injuries from
the fall. After this incident, the facility performed a bed rail assessment, which did not
indicate the risks/benefits of using bed rails. However, no changes were made to the
resident’s care plan, nor was there any documentation that the facility considered
discontinuing use of the bed rails. Nine months later, the resident was found dead on
the floor next to her bed, with her head wedged between the half side rail and the
mattress. The resident’s death certificate listed the cause to be asphyxiation-positional,
extrinsic compression of the neck, and neck trapped under the bed rail.

The facility failed to assess the resident for use of a bed rail, and failed to ensure that
the bed rails did not pose a risk of entrapment or injury from falls. A moderately
cognitively impaired resident was admitted to the facility who required extensive
assistance with bed mobility and transfer, and was not ambulatory. The nursing
assessment completed on admission indicated that the resident was at high risk for falls
and full bed rails were used on all open sides of the bed. No assessment related to the
use of bed rails was completed. A facility investigation report revealed that the
resident crawled to the foot of his bed with the full bed rails in a raised position, tried to
stand and ambulate, and fell off the right side of the bed. The resident sustained a
femoral neck fracture and was hospitalized.

A facility failed to attempt to use alternatives to bed rails and assess a resident for risk
of entrapment. A bed rail assessment indicated that two half side rails would be used
for the resident to promote independence. There was no evidence that the facility
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evaluated risks associated with bed rail use when the facility changed the bed mattress
to an air mattress. A facility accident report indicated that a nurse aide discovered the
resident on the floor, with his/her head positioned between the side rail and the air
mattress. The resident had visible bruising to the neck, had no pulse, or blood pressure.

Examples of Severity Level 3 Noncompliance Actual Harm that is Not Immediate Jeopardy
include, but are not limited to:

An example of noncompliance that demonstrates severity at level three includes, but is not
limited to:

e Afacility failed to ensure the resident’s bed dimensions were appropriate for the
resident’s size and weight. An extremely obese resident fell out of bed and
sustained an injury while using the bed rail as an enabler to turn on his side. The
bed was narrow and the bed rail could not sustain his weight and broke. The bed
was meant to sustain the size and weight of a smaller person per manufacturer’s
directions.

Examples of Severity Level 2 Noncompliance No Actual Harm with Potential for More Than
Minimal Harm that is Not Immediate Jeopardy include, but are not limited to:

An example of noncompliance that demonstrates severity at level two includes, but is not limited
to:

e The facility failed to inform a resident/representative of the risks and benefits of using
side rails, prior to installing them on the resident’s bed. The resident was cognitively
impaired and was unable to comprehend, however, the staff did not contact the resident’s
representative to provide the information.

Severity Level 1 Noncompliance No Actual Harm with Potential for Minimal Harm Facility
failed to have a schedule for routine maintenance of its four beds with bed rails, which were
newly installed two years ago. There is no evidence of incidents or injuries in those two years,
the relevant resident care plans appear appropriate regarding bedrail usage, and the facility
provides evidence of checks by staff on the impacted residents and appropriate use and
installation of bed rails.

NOTE: References to non-CMS/HHS sources or sites on the Internet included above or later in
this document are provided as a service and do not constitute or imply endorsement of these
organizations or their programs by CMS or the U.S. Department of Health and Human Services.
CMS is not responsible for the content of pages found at these sites. URL addresses were
current as of the date of this publication.

Other resources which may be useful :

Falls

National Council on Aging National Falls Prevention Resource Center at
http://www.ncoa.org/center-for-healthy-aging/falls-resource-center

Centers for Disease Control and Prevention at
http://www.cdc.gov/homeandrecreationalsafety/falls/
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	 Decrease in the number of areas where behavioral symptoms are coded as being present and/or the frequency of a symptom decreases;
	 Resident’s decision making ability improves;
	 Resident’s incontinence pattern improves;
	If there is only one change, the resident may still benefit from a SCSA as determined by the IDT or as initiated by the resident based on changes in the care plan.  It is important to remember that each resident’s situation is unique.  The facility mu...
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	GUIDANCE §483.40
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	KEY ELEMENTS OF NONCOMPLIANCE §483.40
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	INTENT §483.40(b) & §483.40(b)(1)
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	Severity Level 1:  No Actual Harm with Likelihood for Minimal Harm
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	KEY ELEMENTS OF NONCOMPLIANCE §483.40(b)(2)
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	DEFICIENCY CATEGORIZATION §483.40(b)(2)
	An example of Severity Level 3:  Actual Harm that is not Immediate Jeopardy includes, but is not limited to:
	An example of Severity Level 2: No Actual Harm with Likelihood for More Than Minimal Harm that is Not Immediate Jeopardy includes, but is not limited to:
	Severity Level 1:  No Actual Harm with Likelihood for Minimal Harm
	GUIDANCE §483.40(b)(3)
	KEY ELEMENTS OF NONCOMPLIANCE §483.40(b)(3)
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	 Making arrangements for obtaining items, such as clothing and personal items;
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	Examples of some of the related requirements that should be considered when concerns have been identified include the following:
	Examples of some of the related requirements that should be considered when concerns have been identified include the following:
	Dose

	§483.60(d) Food and drink
	§483.60(d) Food and drink
	§483.60(d) Food and drink
	INTENT §483.60(i)(1)-(2) - To ensure that the facility:

	OVERVIEW §483.60(i)
	DEFINITIONS §483.60(i)-(2)
	GUIDANCE §483.60(i)(1)-(2)
	1. Biological Contamination - are pathogenic bacteria, viruses, toxins, and spores that contaminate food.  The two most common types of disease producing organisms are bacteria and viruses.  Parasites may also contaminate food, but are less common.
	2. Chemical Contamination - The most common chemicals that can be found in a food system are cleaning agents (such as glass cleaners, soaps, and oven cleaners) and insecticides.  Chemicals used by the facility staff, in the course of their duties, may...
	3. Physical Contamination - Physical contaminants are foreign objects that may inadvertently enter the food.  Examples include, but are not limited to, staples, fingernails, jewelry, hair, glass, metal shavings from can openers, and pieces or fragment...

	Potential Factors Implicated in Foodborne Illnesses - Many influences may contribute to foodborne outbreaks, such as:
	Employee Health - Employees who handle food must be free of communicable diseases and infected skin lesions. (See the requirement at 42 CFR §483.80(a)(2)(v), F880, Infection Control, requiring a facility to have an infection prevention and control pro...
	Hair Restraints/Jewelry/Nail Polish - Dietary staff must wear hair restraints (e.g., hairnet, hat, and/or beard restraint) to prevent hair from contacting food.  Staff should maintain nails that are clean and neat, and wearing intact disposable gloves...
	Food Receiving and Storage - When food, food products or beverages are delivered to the nursing home, facility staff must inspect these items for safe transport and quality upon receipt and ensure their proper storage, keeping track of when to discard...
	Safe Food Preparation - Many steps in safe food preparation must be controlled and monitored to prevent foodborne illness. Identification of potential hazards in the food preparation process and adhering to critical control points can reduce the risk ...

	Equipment and Utensil Cleaning and Sanitization - A potential cause of foodborne outbreaks is improper cleaning (washing and sanitizing) of equipment and protecting equipment from contamination via splash, dust, grease, etc.
	Machine Washing and Sanitizing - Dishwashing machines use either heat or chemical sanitization methods.  Manufacturer’s instructions must always be followed. The following are general recommendations according to the U.S. Department of Health and Huma...

	PROCEDURES §483.60(i)(1)-(2)
	Through observation, interviews, and record review, determine:
	Observations - Complete the initial brief kitchen tour upon arrival at the facility, with observations focused on practices that might indicate potential for foodborne illness. Make additional observations throughout the survey process during times wh...
	Storage of Food
	Service after Meal Times
	Interviews - During the course of the survey, interview the staff who performs the task about the procedures they follow to procure, store, prepare, distribute, and serve food to residents. In addition to food safety practices, determine:
	Record Review - In order to investigate identified food safety concerns, review supporting data, as necessary, including but not limited to:
	Review of Facility Practices - Review of facility practices may include, but is not limited to, review of policies and procedures for sufficient staffing, staff training, and following manufacturer’s recommendations as indicated.  In order to establis...

	DEFICIENCY CATEGORIZATION
	POTENTIAL TAGS FOR ADDITIONAL INVESTIGATION §483.60(i)(1)-(2)
	“Competency” is a measurable pattern of knowledge, skills, abilities, behaviors, and other characteristics in performing that an individual needs to perform work roles or occupational functions successfully.


	When rubber stamp signatures are authorized by the facility’s management, the individual whose signature the stamp represents shall place in the administrative offices of the facility a signed statement to the effect that he/she is the only one who ha...
	INTENT
	These requirements are intended to ensure facilities develop a plan that describes the process for conducting QAPI/QAA activities, such as identifying and correcting quality deficiencies as well as opportunities for improvement, which will lead to imp...
	Thus, since access to QAA committee records may be necessary to determine whether a facility meets the Medicare requirements at 483.75, denial of such access risks termination of the provider agreement.
	Prior to conducting the QAPI Plan/QAA review, the survey team should identify and validate systemic problems in the facility.  This includes concerns identified from offsite preparation that represent repeat deficient practice, and concerns or issues ...
	Prior to conducting the QAPI Plan/QAA review, the survey team should identify and validate systemic problems in the facility.  This includes concerns identified from offsite preparation that represent repeat deficient practice, and concerns or issues ...
	Infection Prevention and Control Program
	Facility Assessment
	Pursuant to §483.70(e) (F838), 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 revi...
	NOTE: While not required for compliance, a sample tool of an infection control risk assessment is available for adaptation.P45F P
	Infection Control Policies and Procedures
	Surveillance


	In addition, the facility must establish and implement a system, including who to notify (e.g. infection preventionist), for early detection and management of a potentially infectious, symptomatic resident at the time of admission.  This includes the ...
	Process Surveillance
	System of Surveillance: Data Analysis, Documentation and Reporting
	Recognizing, Containing and Reporting Communicable Disease Outbreaks
	The facility must know how to recognize and contain infectious disease outbreaks. An outbreak is the occurrence of more cases than expected in a given area or among a specific group of people over a particular period of time.P52F P  If a condition is...
	Prevention and Control of Transmission of Infection
	Direct Contact Transmission (Person-to-Person) occurs when microorganisms such as methicillin-resistant Staphylococcus aureus (MRSA), vancomycin-resistant enterococci (VRE), carbapenem-resistant Enterobacteriaceae (CRE), influenza, or mites from a sca...
	Standard Precautions
	NOTE: Refer to the CDC website for information on disinfection and sterilization –
	https://www.cdc.gov/infectioncontrol/guidelines/Disinfection/index.html
	Transmission-based Precautions
	 The identification of resident risk factors that increase the likelihood of transmission, (such as uncontained secretions or excretions, non-compliance, cognition deficits, incontinence, etc.);
	 The provision of a private room as available/appropriate;
	 Sharing a room with a roommate with limited risk factors (e.g., without indwelling or invasive devices, without open wounds, and not immunocompromised) as appropriate.
	 Clearly identify the type of precautions and the appropriate PPE to be used;
	 Place signage in a conspicuous place outside the resident’s room such as the door or on the wall next to the doorway identifying the CDC category of transmission-based precautions (e.g. contact, droplet, or airborne), instructions for use of PPE, an...
	 Make PPE readily available near the entrance to the resident’s room;
	 Don appropriate PPE upon entry into the environment (e.g., room or cubicle) of resident on transmission-based precautions (e.g., contact precautions);P 40
	 Use disposable or dedicated noncritical resident-care equipment (e.g., blood pressure cuff, bedside commode).  If noncritical equipment is shared between residents, it will be cleaned and disinfected following manufacturer’s instructions with an EPA...
	 Clean and disinfect objects and environmental surfaces that are touched frequently (e.g., bed rails, over-bed table, bedside commode, lavatory surfaces in resident bathrooms) with an EPA-registered disinfectant for healthcare use at least daily and ...
	 Provide education to residents (to the degree possible/consistent with the resident’s capacity) and their representatives or visitors on the use of transmission-based precautions.
	Contact Precautions
	Droplet Precautions
	Medical Device Safety
	Medical devices may be used for administration of medications, point-of-care testing, or for other medical uses.
	Point-of-Care Testing
	Point-of-care testing is diagnostic testing that is performed at or near the site of resident care. This may be accomplished through use of portable, handheld instruments such as blood glucose meters or prothrombin time meters. This testing may involv...
	Fingerstick Devices
	NOTE:  For information on fingerstick safety, please refer to:
	 https://www.cdc.gov/injectionsafety/fingerstick-devicesbgm.html
	 https://www.cdc.gov/injectionsafety/providers/blood-glucose-monitoring_faqs.html
	Blood Glucose Meters
	Blood glucose meters, can become contaminated with blood and, if used for multiple residents, must be cleaned and disinfected after each use according to manufacturer’s instructions for multi-patient use. Additionally, staff must not carry blood gluco...
	NOTE:  If the facility failed to clean and disinfect, per device manufacturer’s instructions, and blood glucose meters are used for more than one resident, surveyors must cite this tag and utilize the guidelines in Appendix Q as it may constitute imme...
	For more information on point-of-care testing, refer to CDC’s website at: https://www.cdc.gov/injectionsafety/blood-glucose-monitoring.html
	An Example of Severity Level 3 Non-Compliance: Actual Harm that is not Immediate Jeopardy includes but is not limited to:
	An Example of Severity Level 2 Non-Compliance: No Actual Harm with Potential for more than Minimal Harm that is not Immediate Jeopardy includes but is not limited to:
	An Example of Severity Level 1 Non-Compliance: No actual harm with potential for minimal harm includes but is not limited to:
	Antibiotic Stewardship Program


	Deficiency Categorization
	An Example of Severity Level 4 Non-Compliance: Immediate Jeopardy to Resident Health or Safety includes but is not limited to:
	An Example of Severity Level 3 Non-Compliance: Actual Harm that is not Immediate Jeopardy includes but is not limited to:
	An Example of Severity Level 2 Non-Compliance: No Actual Harm with Potential for more than Minimal Harm that is not Immediate Jeopardy includes but is not limited to:
	 The facility failed to implement its protocol for antibiotic use and failed to monitor actual antibiotic use.  Record review indicated that the facility developed a protocol which indicated “residents with MDROs are not to be treated with antibiotic...
	An Example of Severity Level 1 Non-Compliance: No Actual Harm with Potential for Minimal Harm includes but is not limited to:

	Does each resident room have its own bathroom equipped with at least a commode and sink for facilities that receive approval of construction from State and local authorities or are newly certified after November 28, 2016?



