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SUBJECT: Nursing Homes: Delay in Effective Date for Revision of Appendix PP, State
Operations Manual (SOM), Surveyor Guidance for Incontinence and Catheters

Discussion

The Centers for Medicare & Medicaid Services plans to issue the new surveyor guidance in
Appendix PP for incontinence and catheters in the near future. Since this new guidance
collapses current Tags F315 and F316 into one Tag, which will be F315, it necessitates a revision
to ASPEN so that the ASPEN version of the regulatory text at F315 matches what is issued in
Appendix PP. Because the next ASPEN update is scheduled for the week of June 21, 2005, we
are scheduling the effective date of the change to Appendix PP to match the ASPEN release date.
Therefore, the effective date of the Appendix PP issuance will be June 27, 2005.

We are attaching an advance copy of the final text of the new F315 to assist you in training your
surveyors and notifying your providers about the new guidance. Note that the regulatory text
that is currently at both F315 and F316 is now listed as regulatory text for the new F315, and that
the content of the regulatory text is unchanged.

The new guidance contains Interpretive Guidelines, a new Investigative Protocol, and
compliance and severity guidance. For questions on this memorandum, please contact Karen
Schoeneman at (410) 786-6855 or e-mail at kschoeneman@cms.hhs.gov.



mailto:kschoeneman@cms.hhs.gov
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Effective Date: June 27, 2005

Training: The information contained in this announcement should be shared with all long term
care survey staff, their managers and the state/RO training coordinators.

/sl
Thomas E. Hamilton

Attachment

cc: Survey and Certification Regional Office Management (G-5)



Observe whether assistance has been provided to try to prevent incontinence episodes,
such as whether prompting, transfer, and/or stand-by assist to ambulate were provided as
required for toileting.

For a resident who is on a program to restore continence or is on a prompted void or
scheduled toileting program, note:

= The frequency of breakthrough or transient incontinence;

« How staff respond to the incontinence episodes; and

e Whether care is provided in accord with standards of practice (in ction
control practices) and with respect for the resident’s dignity.
For a resident who has been determined by clinical assessment to‘be una participate
in a program to restore continence or in a scheduled toileti pr d equires
care due to incontinence of urine, observe:

e Whether the resident is on a scheduled check and.change program; and
e Whether staff check and change in a ti ashion.
For a resident who has experienced an incontin sode, observe:

e The condition of the pads/s
may be indicated by bro i

(a delay in providing continence care
les, saturated linens/clothing, odors, etc.);

e The resident's physi ition (such as skin integrity, maceration, erythema,
erosion);

e The resident's psychosocial outcomes (such as embarrassment or expressions of
humilia ignation, about being incontinent);

r staff implemented appropriate hygiene measures (e.g., cleansing, rinsing,
applying protective moisture barriers or barrier films as indicated) to
try to prevent skin breakdown from prolonged exposure of the skin to urine; and

e Whether the staff response to incontinence episodes and the provision of care are
consistent with standards of practice (including infection control practices) and
with respect for the resident’s dignity.

For a resident with an indwelling catheter, observe the delivery of care to evaluate:

e Whether staff use appropriate infection control practices regarding hand washing,
catheter care, tubing, and the collection bag;



» Whether staff recognize and assess potential evidence of symptomatic UTI or
other related changes in urine condition (such as onset of bloody urine,
cloudiness, or oliguria, if present);

e How staff manage and assess urinary leakage from the point of catheter insertion
to the bag, if present;

» |If the resident has catheter-related pain, how staff assess and manage the pain; and
e What interventions (such as anchoring the catheter, avoiding excessive tugging on

the catheter during transfer and care delivery) are being used to prev
inadvertent catheter removal or tissue injury from dislodging the cathe

e at 42 CFR 483.25(j), F327.

condition). For issues regarding hydration, see Guid

2. Interviews

Interview the resident, family or responsible p@we degree possible to identify:

e Their involvement in care plan development including defining the approaches
and goals, and whether interventio ect preferences and choices;

e Their awareness of th ist

equipment;

tinence program and how to use devices or

e |f timely assi e is provided as needed for toileting needs, hydration and
personal i if continence care and/or catheter care is provided according
to the ca

comprehends and applies information and instructions to help
maintain continence (where cognition permits);

nce of urinary tract-related pain, including causes and management;

« If interventions were refused, whether consequences and/or other alternative
approaches were presented and discussed; and

e Awareness of any current UTI, history of UTIs, or perineal skin problems.
If the resident has a skin problem that may be related to incontinence, or staff are not

following the resident's care plan and continence/catheter care program, interview the
nursing assistants to determine if they:



e Are aware of, and understand, the interventions specific to this resident (such as
the bladder or bowel restorative/management programs);

e Have been trained and know how to handle catheters, tubing and drainage bags
and other devices used during the provision of care; and

e Know what, when, and to whom to report changes in status regarding bowel and
bladder function, hydration status, urine characteristics, and complaints of
urinary-related symptoms.

3. Record Review

Assessment and Evaluation. Review the RAI, the history and physice

r using a catheter,
ident’s responses to
ormation is not readily

environmental factors related to continence programs,
catheter/continence services. Request staff assistance, i
available.

Determine if the facility assessment is co ent.with or corroborated by documentation
within the record and comprehensively reflects the status of the resident for:

= Patterns of incontinent episodes, daily voiding patterns or prior routines;

e Fluid intake and hydrati S;

e Risks or conditions that may affect urinary continence;

S

ontinence (stress, urge, overflow, mixed, functional, or transient
ontinence) and contributing factors;

ons that may affect continence and impaired continence that could

reflect ac drug reactions;

e Environmental factors that might facilitate or impede the ability to maintain
bladder continence, such as access to the toilet, call bell, type of clothing and/or

continence products, ambulation devices (walkers, canes), use of restraints, side
rails;

e Type and frequency of physical assistance necessary to facilitate toileting;

e Clinical rationale for use of an indwelling catheter;



« Alternatives to extended use of an indwelling catheter (if possible); and

e Evaluation of factors possibly contributing to chronically recurring or persistent
UTls.

Care Plan. If the care plan refers to a specific facility treatment protocol that contains
details of the treatment regimen, the protocol must be available to the direct care staff, so
that they may be familiar with it and use it. The care plan should clarify any significant
deviations from such a protocol for a specific resident. If care plan interventions that
address aspects of continence and skin care related to incontinence are integrat
the overall care plan, the interventions do not need to be repeated in a separ inence
care plan.

Review the care plan to determine if the plan is based upon the goals
specific to the resident and reflects the comprehensive assessme ermine if the plan:
ble to

« ldentifies quantifiable, measurable objectives with time f 0 be

assess whether the objectives have been met;

« ldentifies interventions specific enough to guide vision of services and

treatment (e.g., toilet within an hour pri each meal and within 30 minutes
after meals, or check for episodes of incontinence within 30 minutes after each

meal or specific times based uporg nt of voiding patterns);
e Is based upon resident choi ences;

e Promotes maintenance-of re dignity;
e Addresses potential ps ocial complications of incontinence or catheterization
such as social-withdrawal, embarrassment, humiliation, isolation, resignation;

ponent to inform the resident and representative about the risks and
er use, on continence management approaches, medications

Addresses measures to promote sufficient fluid intake, including alternatives such
as food substitutes that have a high liquid content, if there is reduced fluid intake;

« Defines interventions to prevent skin breakdown from prolonged exposure to
urine and stool;

» ldentifies and addresses the potential impact on continence of medication and
urinary tract stimulants or irritants (e.g., caffeine) in foods and beverages;

e Identifies approaches to minimize risk of infection (personal hygiene measures
and catheter/tubing/bag care); and



Defines environmental approaches and devices needed to promote independence
in toileting, to maintain continence, and to maximize independent functioning.

For the resident who is not on a scheduled toileting program or a program to restore
normal bladder function to the extent possible, determine if the care plan provides
specific approaches for a check and change program.

For the resident who is on a scheduled toileting or restorative program (e.g., retraining,
habit training, scheduled voiding, prompted voiding, toileting devices), determi
whether the care plan:

For the resident with a catheter, determine whether the ¢

Identifies the type of urinary incontinence and bases the progr e resident’s
voiding/elimination patterns; and

Has been developed by considering the resident’ ic @ condition,
cognitive and functional ability to participate in a relevant continence program,

and needed assistance.

Defines the catheter, tubing and bag care; including indications, according to
ing or bag;

facility protocol, for changing the e
Provides for assessment an 0 he indwelling catheter when no longer
needed; and

Establishes intervention inimize catheter-related injury, pain, encrustation,
excessive urethr nsi cidental removal, or obstruction of urine outflow.

Care Plan Revision. D ine if the resident’s condition and effectiveness of the care

plan interventio
justifications fo

been monitored and care plan revisions were made (or
uing the existing plan) based upon the following:

e and/or effects of goals and interventions;
A decline or lack of improvement in continence status;
Complications associated with catheter usage;
Resident failure to comply with a continence program and alternative approaches
that were offered to try to maintain or improve continence, including counseling

regarding the potential consequences of not following the program;

Change in condition, ability to make decisions, cognition, medications, behavioral
symptoms or visual problems;



= Input by the resident and/or the responsible person; and

e An evaluation of the resident’s level of participation in, and response to, the
continence program.

4. Interviews with Health Care Practitioners and Professionals

If inconsistencies in care or potential negative outcomes have been identified, or care is
not in accord with standards of practice, interview the nurse responsible for coordinating
or overseeing the resident’s care. Determine:

e How the staff monitor implementation of the care plan, chang tinen
skin condition, and the status of UTIs;

e If the resident resists toileting, how staff have b

e Types of interventions that have been attempted to promote contlnence (i.e.
special clothing, devices, types and frequency sistance, change |nt0|let|ng
schedule, environmental modlflcatlons)

e |f the resident is not on a restorative pr am, how it was determined that the

resident could not benefit from in n ch as a scheduled toileting
program;

e For the resident on a prog

' eting, whether the nursing staff can identify
the programming applicable to the

resident, and:

0 The type ofinc nce;
0 Theinter ns to address that specific type;
o] determined that the schedule and program is effective (i.e., how

co nce is maintained or if there has been a decline or improvement in
inence, how the program is revised to address the changes); and

Whether the resident has any physical or cognitive limitations that
influence potential improvement of his/her continence;

= For residents with urinary catheters, whether the nursing staff:
o Can provide appropriate justification for the use of the catheter;

o Can identify previous attempts made (and the results of the attempts) to
remove a catheter; and



o0 Can identify a history of UTlIs (if present), and interventions to try to
prevent recurrence.

If the interventions defined or care provided do not appear to be consistent with
recognized standards of practice, interview one or more health care practitioners and
professionals as necessary (e.g., physician, charge nurse, director of nursing) who, by
virtue of training and knowledge of the resident, should be able to provide information

about the causes, treatment and evaluation of the resident’s condition or problem.
Depending on the issue, ask about:

e How it was determined that the chosen interventions were appropria

e Risks identified for which there were no interventions;

e Changes in condition that may justify additional or differ ons; or how
they validated the effectiveness of current interv S; Q

e How they monitor the approaches to continen program (e.g.,

policies/procedures, staffing requirements, ho
toileting pattern of the resident, develop and imp continence-related action

plans, how staff monitor and evaluate r t’s responses, etc.).
If the attending physician is unavailable, interv medical director, as appropriate.
DETERMINATION OF COMP sk 6, Appendix P)

Synopsis of regulation (F31

The urinary incontinence‘requi t has three aspects. The first aspect requires that a
resident who does not-have an indwelling urinary catheter does not have one inserted
unless the resident’ ondition demonstrates that it was necessary. The second
aspect requires acility to provide appropriate treatment and services to prevent
urinary tract infe and the third is that the facility attempt to assist the resident to
al bladder function as possible.

pliance with 42 CFR 483.25(d)(1) and (2), F315, Urinary Incontinence

o For aresident who was admitted with an indwelling urinary catheter or
who had one placed after admission, the facility is in compliance with this
requirement, if staff have:

- Recognized and assessed factors affecting the resident’s urinary
function and identified the medical justification for the use of an
indwelling urinary catheter;



- Defined and implemented pertinent interventions to try to
minimize complications from an indwelling urinary catheter, and
to remove it if clinically indicated, consistent with resident
conditions, goals, and recognized standards of practice;

- Monitored and evaluated the resident’s response to interventions;
and

- Revised the approaches as appropriate.
If not, the use of an indwelling urinary catheter is not medic ied,

and/or the ongoing treatment and services for catheter ¢ e not
provided consistent with the resident’s needs. Cite F

fa compliance
- Recognized and assessed facto

urinary tract infections and impai inary function;

For a resident who is incontinent of urine
with this requirement if they:

- Defined and implement terventions to address correctable

underlying causes ir ncontinence and to try to minimize
the occurrence of symptomatic urinary tract infections in
accordance with.re eeds, goals, and recognized standards of

practice;

aluated the resident’s response to preventive
atment interventions; and

ine of the condition of urinary incontinence for the resident. Cite
15.

For a resident who has or has had a symptomatic urinary tract infection,
the facility is in compliance with this requirement if they have:

- Recognized and assessed factors affecting the risk of symptomatic
urinary tract infections and impaired urinary function;

- Defined and implemented interventions to try to minimize the
occurrence of symptomatic urinary tract infections and to address



Noncompliance for F315

correctable underlying causes, in accordance with resident needs,
goals, and recognized standards of practice;

- Monitored and evaluated the resident’s responses to preventive
efforts and treatment interventions; and

- Revised the approaches as appropriate.
If not, the development of a symptomatic urinary tract infection, and/or

decline of the resident with one, was not consistent with the identified
needs of the resident. Cite F315.

Provide care and treatment to prevent incontin

continence and restore as much normal bladder as possible;

Provide medical justification for the us@atheter or provide services for a

resident with a urinary catheter;
Assess, prevent (to the exte s@nd treat a symptomatic urinary tract

infection (as indicated by the re t’s choices, clinical condition and physician
treatment plan);

Accurately or consiste ess a resident's continence status on admission and
as indicated thereafter;

Identify ress risk factors for developing urinary incontinence;

plemen rventions (such as bladder rehabilitative programs) to try to
aintain or prevent decline of urinary incontinence, consistent with the

Provide clinical justification for developing urinary incontinence or for the failure
of existing urinary incontinence to improve;

Identify and manage symptomatic urinary tract infections, or explain adequately
why they could or should not do so;

Implement approaches to manage an indwelling urinary catheter based upon
standards of practice, including infection control procedures;



Identify and apply relevant policies and procedures to manage urinary
incontinence, urinary catheters and/or urinary tract infections;

Notify the physician of the resident’s condition or changes in the resident’s
continence status or development of symptoms that may represent a symptomatic
UTI (in contrast to asymptomatic bacteriuria).

Potential Tags for Additional Investigation

During the investigation of 42 CFR 483.25(d)(1) and (2), the surveyor may hav
identified concerns related to outcome, process and/or structure requirements: T
surveyor should investigate these requirements before determining whether
noncompliance may be present. The following are examples of relate e, process
and/or structure requirements that should be considered:

42 CFR 483.10(b)(11), F157, Notification of Ch

o Determine if staff notified the physician of significant changes in the
resident’s continence, catheter usage, o pment, treatment and/or

change in symptomatic UTIs; or notified ident or resident’s
representative (where one exist@nificam changes as noted above.

42 CFR 483.15(a), F241, Dignity
0 Determine if staff provi inence care and/or catheter care to the

ects his/her dignity, strives to meet needs in a

timely manner

and/or isolation related to impaired continence.

e if the facility comprehensively assessed the resident’s

ce status and resident-specific risk factors (including potential
es), and assessed for the use of continence-related devices, including

indwelling catheter.

42°CFR 483.20(k), F279, Comprehensive Care Plans

o Determine if the facility developed a care plan (1) that was consistent with
the resident’s specific conditions, risks, needs, behaviors, and preferences
and with current standards of practice and (2) that includes measurable
objectives, approximate timetables, specific interventions and/or services
needed to prevent or address incontinence, provide catheter care; and to
prevent UTIs to the extent possible.



42 CFR 483.20(k)(2)(iii), F280, Comprehensive Care Plan Revision

o Determine if the care plan was reviewed and revised periodically, as
necessary, related to preventing, managing, or improving incontinence,
managing an indwelling urinary catheter, possible discontinuation of an
indwelling catheter, and attempted prevention and management of UTIs.

42 CFR 483.20(k)(3)(i), F281, Services Provided Meet Professional Standards
o Determine if services and care were provided for urinary incontinence,

catheter care and/or symptomatic UTIs in accordance with accepte
professional standards.

42 CFR 483.25, F309, Quality of Care

o0 Determine if staff identified and implem ap @ e m res to
address any pain related to the use of an indwelling urinary catheter or

and services in accordance with the co
care.

42 CFR 483.25 (a)(3) F312, Quality of Care
o Determine if staff identified and implemented appropriate measures to
provide good person g r the resident who cannot perform

relevant activities of daily living, and who has been assessed as unable to
achieve and/or restore normal bladder function.

42 CFR 483.40(a), F38 sician Supervision

min e physician has evaluated and addressed, as indicated,
issues related to preventing or managing urinary incontinence,
sage, and symptomatic UTIs.

.65(b)(3), F444, Infection Control: Hand Washing

Determine if staff wash their hands after providing incontinence care, and
before and after providing catheter care.

42 CFR 483.75(f), F498, Proficiency of Nurse Aides
o Determine if nurse aides correctly deliver continence and catheter care,
including practices to try to minimize skin breakdown, UT]s, catheter-

related injuries, and dislodgement.

42 CFR 483.30(a), F353, Sufficient Staff



o Determine if the facility had qualified staff in sufficient numbers to
provide necessary care and services on a 24-hour basis, based upon the
comprehensive assessment and care plan, to prevent, manage and/or
improve urinary incontinence where possible.

e 42 CFR 483.75(i)(2), F501, Medical Director
o Determine whether the medical director, in collaboration with the facility

and based on current standards of practice, has developed polici
procedures for the prevention and management of urinary incontinence,

symptomatic urinary tract infections; and whether the medical «
interacts, if requested by the facility, with the physicia singthe
care of the resident related to the management of
catheter or infection issues.

V. DEFICIENCY CATEGORIZATION (Part V, Appendix P)
Once the team has completed its investigation, analyze a, reviewed the regulatory

requirements, and determined that non-compli xists, the team must determine the
severity of each deficiency, based on the resul%ct or potential for harm to the

resident.
The key elements for severity determi @FSlS are as follows:

1. Presence of harm/negative outcome(s) or potential for negative outcomes because of
lack of appropriate treatme d care. Actual or potential harm/negative outcome

for F315 may include; but i imited to:
e Develo , nce, persistence, or increasing frequency of urinary
incontin hich is not the result of underlying clinical conditions;

lica such as urosepsis or urethral injury related to the presence of an

rinary catheter that is not clinically justified;

ificant changes in psychosocial functioning, such as isolation, withdrawal, or
embarrassment, related to the presence of un-assessed or unmanaged urinary
incontinence and/or a decline in continence, and/or the use of a urinary catheter
without a clinically valid medical justification; and

e Complications such as skin breakdown that are related to the failure to manage
urinary incontinence;



2. Degree of harm (actual or potential) related to the noncompliance. Identify how the
facility practices caused, resulted in, allowed or contributed to the actual or potential
for harm:

e If harm has occurred, determine if the harm is at the level of serious injury,
impairment, death, compromise, or discomfort; and

e If harm has not yet occurred, determine the potential for serious injury,
impairment, death, or compromise or discomfort to occur to the resident; and

3. The immediacy of correction required. Determine whether the noncomplianc
requires immediate correction in order to prevent serious injury, harm, im
death to one or more residents.

nt, or

following levels of severity for tag F315. First, the
Severity Level 4, Immediate Jeopardy to a reside

Severity Level 4 Considerations: Immediate ardy to Resident Health or Safety

Immediate Jeopardy is a situation in whi e facility’s noncompliance with one or more
requirements of participation:

» Has allowed/caused/resulted in, or.is likely to allow/cause /result in serious injury,
harm, impairment, or death resident; and

on, as the facility either created the situation or
ontinue by failing to implement preventative or

e Requires immediate co
allowed the situation to
corrective meas

Exampl gative outcomes as a result of the facility’s deficient practices

plications resulting from utilization of urinary appliance(s) without

ical justification: As a result of incorrect or unwarranted (i.e., not medically
indicated) utilization of a urinary catheter, pessary, etc., the resident experiences
injury or trauma (e.g., urethral tear) that requires surgical intervention or repair.

» Extensive failure in multiple areas of incontinence care and/or catheter
management: As a result of the facility’s noncompliance in multiple areas of
continence care or catheter management, the resident developed urosepsis with
complications leading to prolonged decline or death.



NOTE: If immediate jeopardy has been ruled out based upon the evidence, then
evaluate whether actual harm that is not immediate jeopardy exists at Severity
Level 3.

Severity Level 3 Considerations: Actual Harm that is not Immediate Jeopardy

Level 3 indicates noncompliance that results in actual harm, and can include but may not
be limited to clinical compromise, decline, or the resident’s ability to maintain and/or
reach his/her highest practicable well-being.

Examples of avoidable negative outcomes may include, but are not limited to:

e The development of a symptomatic UTI: As a result of the
noncompliance, the resident developed a symptomatic UTI, gt
complications, associated with the use of an indwelling c ich there
was no medical justification.

e The failure to identify, assess and mange u
facility’s noncompliance, the resident had pers
developed recurrent symptomatic UTIs.

ary retention: As a result of the
low incontinence and/or

e The failure to provide appropriate catheter care: As a result of the facility’s

noncompliance, the catheter was impro anaged, resulting in catheter-
related pain, bleeding, urethral tears or urethral erosion.

e Medically unjustified use of a welling catheter with complications: Asa
result of the facility’s nencompliance, a resident who was admitted with a urinary
catheter had the catheter in for an extended period of time without a valid

ion fo ntinued use, or a urinary catheter was inserted after

ity and used for an extended time without medical

hich the resident experienced significant complications such

ure to improve continence status: As a result of the facility’s
sess and/or re-assess the resident’s continence status, utilize sufficient
fing to implement continence programs and provide other related services

on the resident’s assessed needs, and/or to evaluate the possible adverse
effects of medications on continence status, the resident failed to maintain or
improve continence status.

e Complications due to urinary incontinence: As a result of the facility’s failure
to provide care and services to a resident who is incontinent of urine, in
accordance with resident need and accepted standards of practice, the resident
developed skin maceration and/or erosion or declined to attend or participate in
social situations (withdrawal) due to embarrassment or humiliation related to
unmanaged urinary incontinence.



NOTE: If Severity Level 3 (actual harm that is not immediate jeopardy) has been
ruled out based upon the evidence, then evaluate as to whether Level 2 (no
actual harm with the potential for more than minimal harm) exists.

Severity Level 2 Considerations: No Actual Harm with potential for more than
minimal harm that is Not Immediate Jeopardy

Level 2 indicates noncompliance that results in a resident outcome of no more than
minimal discomfort and/or has the potential to compromise the resident's abilit
maintain or reach his or her highest practicable level of well being. The potential exists
for greater harm to occur if interventions are not provided.

Examples of potentially avoidable negative outcomes may include, bu @ i

: % It o
tential for experiencing

er stones, pain, etc.

» Medically unjustified use of an indwelling cat
facility’s noncompliance, the resident has the
complications, such as symptomatic UTIs, bl

e Complications associated with inadequate car ervices for an indwelling
catheter: As a result of the facility’s n pliance, the resident has developed
potentially preventable non-life-threat problems related to the catheter, such
as leaking of urine due to blocka u
maceration and/or dermatitis.

flow, with or without skin

e Potential for decline or
consistently implement.a
the assessed needs, the resi xperiences repeated episodes of incontinence but

e or developed complications.
The failures of %

dwelling catheters, and minimize negative outcome places
or more than minimal harm. Therefore, Severity Level 1 does not apply

ions: As a result of the facility’s failure to
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