MINUTES

MONTANA HOUSE OF REPRESENTATIVES
53rd LEGISLATURE - REGULAR SESSION

COMMITTEE ON HUMAN SERVICES & AGING

Call to Order: By CHAIRMAN BILL BOHARSKI, on March 10, 1993, at
3:00 p.m.

ROLL CALL

Members Present:
Rep. Bill Boharski, Chairman (R)
Rep. Bruce Simon, Vice Chairman (R)
Rep. Stella Jean Hansen, Vice Chair (D)
Rep. Beverly Barnhart (D)
Rep. Ellen Bergman (R)
Rep. John Bohlinger (R)
Rep. Tim Dowell (D)
Rep. Duane Grimes (R)
Rep. Brad Molnar (R)
Rep. Tom Nelson (R)
Rep. Sheila Rice (D)
Rep. Angela Russell (D)
Rep. Tim Sayles (R)
Rep. Liz Smith (R)
Rep. Carolyn Squires (D)
Rep. Bill Strizich (D)

Members Excused: None
Members Absent: None

Staff Present: David Niss, Legislative Council
Alyce Rice, Committee Secretary

Please Note: These are summary minutes. Testimony and
discussion are paraphrased and condensed.

Committee Business Summary:

Hearing: SB 166, SB 118
Executive Action: None

HEARING ON SB 166

Opening Statement by Sponsor:

SEN. TOM TOWE, Senate District 46, Billings, said that two years
ago SB 166 had been a very controversial bill. Legislation was
passed with a termination date. The occupational therapists and
physical therapists were told to get together, solve their turf
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battle, work out their disagreements, and present the bill at the
next legislative session. The occupational therapists and
physical therapists have now come to an agreement on the bill.

Proponents’ Testimony:

Connie Grenz, Occupational Therapist, Montana Occupational
Therapy Association, Helena. Written testimony. EXHIBIT 1.

Carrie Gajdosik, Physical Therapist, Vice President and
Legislative Chair, Montana Physical Therapy Association, said the
physical and occupational therapists have worked very hard to
create a document that is agreeable to both professions. Ms.
Gajdosik urged the committee to support SB 166.

Gail Wheatley, Physical Therapist, President, Montana Chapter
American Physical Therapy Association. Written testimony.
EXHIBIT 2.

Opponents’ Testimony:

None

Informational Testimony:

None

Questions From Committee Members and Responses:

REP. SIMON said the occupational therapists and physical
therapists need to be complimented for the work that has been
done to come to an agreement on the bill.

Closing by Sponsor:
SEN. TOWE closed.

HEARING ON SB 118

Opening Statement by Sponsor:

SEN. TOWE, Senate District 46, Billings, said SB 118 fills a wvoid
that presently exists the law. Personal care facilities cannot
be licensed because licenses for this type of facility are non-
existent. This legislation will authorize the Department of
Health and Environmental Sciences to issue licenses to adult
foster care homes. The department also suggested licensing
larger homes with more than five residents. At the present time,
residents who need temporary skilled nursing care must go to a
facility that has skilled nursing care. This legislation allows
a nurse to provide skilled nursing care at homes with more than
five residents. The concept of caring for people in a home
setting is very important to the elderly and will cost less money
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than a nursing home.

Proponents’ Testimony:

Eunice Ash, Elderly Care Home, Billings, said care for the
elderly is very important. Ms,., Ash’s personal care home was
started in 1987 and business continues to multiply. The home has
87 beds, and for the first time since opening, two of the beds
are empty. The residents of the home don’t receive Medicare or
Medicaid, so they must pay for their care with their own money.
As a result, the home has saved the state thousands of dollars.
There are five to seven care-givers in the personal care
facility. There is always 24 hour care. It 1s obvious that the
personal care given to the residents has added to their physical
and psychological feelings of well being. Personal care homes
need to be licensed. Ms. Ash urged the committee support HB 218,

Mike Craig, Chief, Licensure Bureau, Department of Health and
Environmental Sciences, said we are witnessing a phenomena in
health care for personal care homes. Currently, if a people are
nonambulatory, incontinent, or chemically or medically
restrained, they cannot reside in a personal care home. Mr.
Craig said he has been required to move many individuals out of
personal care homes. People have accused him of signing death
warrants. There have been deaths attributed to the department.
The department can continue to ignore unlicensed facilities that
are proliferating, or the legislature can pass SB 118. The
legislation doesn’t answer all the issues, but it is a start.
Ms. Ash has four homes in Billings; each are in violation of
state laws. The department has made a conscious decision not to
close her down until it sees what happens with this legislation.
SB 118 gives the department the ability to go into the personal
care homes to help legitimize them, and assure the State of
Montana that services are being provided in a safe environment.

Rose Hughes, Executive Director, Montana Health Care Association,
Helena, presented amendments to SB 118. Written testimony.
EXHIBIT 3.

Betty Asplin, Elderly Care Home, Laurel, said she has owned and
operated unlicensed personal care homes for ten years. The
committee should visit the homes before making a decision on the
passage of the bill. 1It’s a trauma for the elderly to move from
a home they have lived in all their lives, into an elderly care
facility. The elderly should have the right to choose where they
will live. Ms. Asplin presented a letter from the son of a
resident that depicts what happens when the state inspects the
elderly homes. EXHIBIT 4.

Norma Larson, Elderly Care Home, Laurel, said she cares for three
residents in a small home for the elderly. Ms. Larson said she
asked the state for a copy of the regulations for elderly homes
when she started business a year ago and still hasn’t received
them. The elderly health care business is one of the fastest
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growing industries in the United States. The elderly population
is increasing by leaps and bounds. At least fifty percent of the
people who reside in institutionalized nursing homes, do not need
to be there. The elderly need to have the chance to choose
between institutionalized nursing homes and small personal care
homes.

Linda Aves, Laurel. Written testimony. EXHIBIT 5.

Doug Blakley, State Ombudsman, Governor’s Office On Aging.
Written testimony. EXHIBIT 6.

Opponents’ Testimony:

None

Informational Testimony:

None

Questions From Committee Members and Responses:

REP. SQUIRES asked Mike Craig how often health care facilities
are inspected. Mr. Craig said the department is required to
inspect these facilities within one to three years.

REP. BOHLINGER asked SEN. TOWE if he had reviewed the amendments
offered by the Montana Health Care Association (MHCA). SEN. TOWE
said he had and is vigorously opposed to amendment number five,
the certificate of need. Bureaucracy can kill the best of
programs. MHCA proposes to delete lines 11 through 23, page 2,
which says in effect, the legislature recognizes that the quality
of care given in these homes may be preferable under many
circumstances, because of staff ratio, and the home atmosphere
avoids an institutionalized atmosphere and associated problems.
The legislature recognizes that these homes can be less expensive
than nursing homes. The language is appropriate and accurate and
should remain in the bill. The association would replace it with
"Therefore, the legislature wishes to recognize that the use of
private homes or residences in which a homelike atmosphere is
preserved is an appropriate setting for individuals whose care
needs can be met in such facilities and who choose this type of
setting." He urged the committee to reject amendments five and
two. The rest of the amendments are acceptable.

REP. BOHLINGER asked Mike Craig if the department believed a
certificate of need is necessary for personal home care
facilities. Mr. Craig said the department has come to an
internal conclusion that a certificate of need is not necessary
in personal care facilities because the market has already been
established.

REP, SMITH asked Ms. Ash what she charges residents to stay in
her homes. Ms. Ash said she charges $1,200 a month. Nursing
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homes charge $2,200.

CHAIRMAN BOHARSKI said he was aware that Social and
Rehabilitation Services (SRS) was turned down on the waiver for
personal care facilities. CHAIRMAN BOHARSKI asked Nancy Ellery,
SRS, if there will be an impact on Medicaid due to new
definitions in the bill. Ms. Ellery said the waiver request was
turned down because the department couldn’t prove the cost
effectiveness of personal care facilities. Category B in the
Pill will allow the department to resubmit the application. She
clarified that residents of personal care facilities do continue
to receive Medicaid but it doesn’t pay for the cost of the
facility. If HB 118 passes, the department intends to request
that facility costs be covered under Medicaid.

Closing by Sponsor:

SEN. TOWE said SB 118 is very important because it allows people
who don’t need to go to skilled nursing homes live in a personal
care setting at less cost.

ADJOURNMENT

-

Adjournment: The hearing adjourned at 5:05 p.m.
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s VONTANA OCCUPATIONAL THERAPY  ASSOCIATION H

My name is Connie Grenz. I am an occupational therapist.
I work here in Helena. I specialize in infants, and feeding
and swallowing abnormalities. I presently serve as Member-at-
Large on the executive board of the Montana Occupational Therapy
Association.

In 1985 the occupational therapists requested and were
granted professional licensure to protect the consumer from
unqualified persons. That was the beginning of my relationships
with legislators, lawyers, and the MT Physical Therapy Association.
The Montana chapter of the APTA challenged the legality of the
licensure law to allow SRS/Medicaid to reimburse 0Ts for "modalities."”
SRS/Medicaid has been reimbursing OTs for the use of modalities for
over 25 years. In 1990 an attorney general's review was requested and
-on Jan. 11, 1991 Mark Racicott finalized his interpretation
specifically stating "Occupational Therapists are not permitted
by Montana law to employ heat, cold, air, light, water, electricity,
or sound as therapeutic agents."

Fortunately the Board of Occupational Therapists and the
Department of Commerce Lawyers had already drafted language
for legislation to clarify the use of physical agent modalities
by occupational therapists. Representatives of the Montana
Chapter of the Physical Therapy Association strongly objected
to the use of such broad language. Admitting that this was a
"turf" battle they made efforts to significantly restrict the
practice of occupational therapy. Occupational therapists have
vorked within that restricted scope of practice for two (2) years.
The Occupational Therepy Licensure Board has worked diligently |
to ensure educated therapists not overstep these limitations.

%

%" kg

§

For the past two years a select group of occupational and
physical therapists have worked to prepare language to present
to you today which will adequately define the use of physical
agent modalities by occupational therapists.

I believe that the majority of occupational and physical
therapists in this state work as a team sharing knowledge and
developing treatment plans to best provide for their patients.
I know that there are many areas of overlap innately a part of ”
our treatment approaches, and that usually we recognize our %
individual abilities and limitations with high professional
ethics. There are 160 licensed occupational therapists and 350
licensed physical therapists and still great areas of Montana %
where persons are unable to receive either service within 100
or 200 miles.
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MONTANA CHAPTERSB
OF THE

AMERICAN PHYSICAL THERAPY ASSOCIATION

March 10, 1993
TO: Members of the Health and Human Services Committee

FROM: Gail Wheatley, P.T.
President, Montana Chapter APTA

re: SB 166 - Occupational Therapy Practice Act

On behalf of the members of this physical therapy organization in
Montana, I would like to fully support and endorse the amended
bill as you have it in front of you. Those of you who were here
two years ago realize that this has been a Herculean effort since
then and we have produced a document which is agreeable to both
organizations. :

Additional amendments were made on our behalf in the Senate and I
urge you to make no changes to the current bill. After the
Senate Public Health Committee heard this bill, the Nursing Home
Association attempted to present amendments which were rejected
by Senator Towe, the bill's sponsor, and would have been
adamantly opposed by the OT and PT Associations who have worked
so diligently to reach a somewhat precarious agreement.

I apologize for being unable to attend in person today, but we
are testifying to maintain our ability as physical therapists to
treat injured workers. I'm certain you'll hear much more from us
on that issue and I ask for your thoughtful consideration of our
concerns in advance.

Please recommend safe passage of this bill on its way through the
House. It is now a good document and the Physical Therapy
Association speaks as a proponent.
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SENATE BILL 118

PERSONAL CARE FACILITIES

SENATE BILL 118 creates a "Category B" personal care facility
which eliminates all of the limitations contained in current law with respect
to who can properly be served in this level of care. It, in effect, creates a
new category of skilled nursing facility that may not have to meet the
requirements for providing skilled nursing facility services.

The "personal care facility" level of care was designed to be a level
of care below that provided in skilled nursing facilities. The limitations
contained in the current personal care law were designed to define that level
of care and provide for the safety of individuals cared for in these facilities.

To evaluate this proposed legislation, we should look closely at what
types of individuals it proposes be served in this lower level of care. In
fact, it allows for the provision of all types of skilled nursing care. Only
those requiring acute hospital care are precluded from residing in Category
B personal care facilities under this proposal.

EXCLUSIONS/DEFINITIONS IN CURRENT LAW (WHICH
ARE ELIMINATED UNDER SB 118:

1. May not be in need of "skilled nursing care”.

| Section 50-5-101, subsection 27(b) defines "skilled nursing care" as
follows:

COMMITTED TO EXCELLENCE
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(b) "Skilled nursing care" means the provision of nursing care
services, health related services, and social services under the
supervision of a licensed registered nurse on a 24-hour basis.

Skilled nursing care is the most intensive level of care provided in
nursing homes. It is sometimes referred to as "sub-acute" care, since it is
the level of care immediately below hospital care (acute care).

Personal care facilities, under their current licensure, may not provide
nursing services. . However, residents of personal care facilities "...may
arrange to have needed care provided by a third party, including a home
health agency or an owner, operator, or employee of the facility who is
Hcensed to provide that care, so long as that individual does so under a

service agreement separate from that between the resident and the personal

care facility.”" (ARM 16.32.386(a)(c).)
2. May not be in need of "medical, chemical, or physical restraints".

Health Department rules define "medical restraints" in ARM
16.32.387(3) as follows:

(3) For purposes of this rule, a person is in need of "medical
restraints” if he must take medication in order to prevent him
from being a danger to himself or others.

Federal Interpretive Guidelines define "physical restraints" and
"chemical restraints" as follows: :

"Chemical restraint" means a psychopharmacologic drug that
is used for discipline or convenience and not required to treat

medical symptoms.

"Physical restraints” are any manual method of physical or
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mechanical device, material or equipment attached or adjacent
to the resident’s body that the individual cannot remove easily
which restricts freedom of movement or normal access to one’s
body.

"Physical restraints" include, but are not limited to, leg
restraints, arm restraints, hand mitts, soft ties or vests, and
wheelchair safety bars.

Federal Interpretive Guidelines also list the following "potential
negative outcomes" of restraint use: incontinence, decreased range of
motion, and decreased ability to ambulate, symptoms of withdrawal or
depression, or reduced social contact.

Restraint use has come under increased scrutiny in recent years
because of the dangers and negative outcomes associated with restraints.
The trend is to reduce the use of restraints and closely monitor the
restraints that are used. This requires well trained professional staff.

3. May not be ""nonambulatory or bedridden’.

Department of Health rules, at ARM 16.31.387(2) defines ambulatory
as follows:

(2) For purposes of this rule, a person is ambulatory if he is
capable of self-mobility, either with or without mechanical
assistance.

These rules also provide that the facility must be able to accommodate the
type of mechanical assistance a resident needs if they are to admit the
resident. Residents requiring mechanical assistance must be housed on the
ground floor of the facility.



Senate Bill 118
Page 4
March 10, 1993

Thus, under current rules, personal care facilities may admit residents in
wheelchairs as well as those who use walkers, canes, crutches, or other
assistive devices to ambulate. However, because these facilities are not
required to have more than one staff member present at all times, residents
must be able to evacuate themselves in case of fire or other emergency.
Current rules are written to provide this element of safety for the residents
of these facilities.

4. May not be "incontinent to the extent that bowel or bladder control is
absent".

This provision does not exclude individuals who are sometimes
incontinent, or have accidents. Bowel or bladder control must be absent.

It should be noted that the care needs of individuals that meet this
strict standard often include catheterization. This requires strict infection
control procedures to prevent infections which are often associated with
catheterization.

5. May not be ""unable to self-administer medications".

Under Montana law, administering medications is considered the
practice of nursing. Personal care facilities are not allowed to administer
medications in large part because there is no requirement that these facilities
employ licensed nurses.

It should be noted that under current law, personal care facility staff
is allowed to remind the resident to take his/her medication at the proper
time and is required to observe and record this activity on the resident’s
record. The facility is also required to provide locked storage for all
medications.
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SENATE BILL 118

PROPOSED AMENDMENTS

1. Amend page 1, lines 22 through 25, and page 2, lines 1 through 3, as
follows:

Delete: Lines 22-25 on page 1, and lines 1-3 on page 2.

Insert: "The legislature intends that the standards to be adopted under
50-5-226 and 50-5-227, with respect to Category B personal care facilities,
reflect the health care, safety, and professional standards normally
associated with providing for the needs of individuals requiring skilled
nursing services, who are in need of medical, physical, or chemical
restraints, who are nonambulatory or bedridden, who are incontinent to the
extent that bowel or bladder control is absent, or are unable to self-
administer medications. These standards shall include, at a minimum,
standards that will insure the safe evacuation of individuals from these
facilities in case of fire or other emergency; staff qualifications and training;
standards related to resident assessment and care planning; standards that
will insure the safe and appropriate use of restraints and a restraint
reduction program; standards for the prevention and proper treatment of
pressure sores associated with nonambulatory and bedridden individuals;
standards for the care of individuals with bowel or bladder control absent,
including bowel and bladder training programs, catheter care and infection
control; and standards related to administration and storage of drugs. It is
our intent that Category B personal care facilities not be over-regulated but
be properly regulated to provide for the health, welfare and safety of the
individuals ‘they will serve."”
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Rationale: This amendment clarifies that while it is not the intent of the
legislature to over-regulate Category B personal care, it is the intent of the
legislature to assure for the residents of these facilities a safe environment
and a high quality of health care. It also gives guidance as to the types
of regulations envisioned and assures that the care to be provided meets
current professional standards for providing the types of care envisioned
- by this legislation.

2. Amend page 2, lines 10-23, as follows:

Following: "preserved." on line 10

Delete: The remainder of line 10 and all of lines 11-23.

Insert: "Therefore, the legislature wishes to recognize that the use of
private homes or residences in which a homelike atmosphere is preserved
is an appropriate setting for individuals whose care needs can be met in
such facilities and who choose this type of setting."

Rationale: The new language states the legislative intent to allow these
types of facilities for individuals who choose them and can receive proper
care in them-without making unproven or inaccurate statements about
the patient to staff ratios or the cost of these and other facilities. In fact,
nursing homes may employ more staff per patient than personal care
facilities. Most nursing homes employ 1 full time equivalent for each
resident. This reflects the need to have awake staff 24 hours a day and
also reflects the range of services provided by nursing homes--social
services, activities, dietary,  housekeeping, maintenance, and
administrative, as well as licensed and certified nursing staff. Also, it is
difficult to compare the cost of the services, since there are no currently
existing personal care facilities which are licensed and meet standards for
providing skilled nursing services. "Skilled nursing services," if provided
in keeping with today’s professional standards is far more expensive than
"personal care."
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3. Amend page 15, line 20:

Following: "operating a"
Insert: "Category A"

Rationale: The standards for operating a Category A facility should be
different from the standards for operating a Category B facility.

4. Amend page 15, line 23:

Following: "facility"

Delete: "

Add: ";and (e) standards for operating a Category B personal care
facility including the standards referred to in subparagraph (d) as well as
'standards for resident assessment and care planning, qualifications and
training of staff, restraint use and reduction, pressure sore prevention and
care, incontinence care, and administration and storage of drugs."

Rationale: This outlines the standards to be adopted by rule with respect

to Category B facilities which are allowed to provide skilled nursing care
and other services not normally within the scope of "personal care."”

5. Amend page 20, lines 7:

Delete: "or"
Following: "facility"
Add: "or personal care facility”

Rationale: The current language in this bill removes personal care
facilities from the certificate of need process. Personal care facilities are
health care services that should be part of the certificate of need process.
This is especially true since this legislation adds "category B'" personal
care, which is in fact skilled nursing care. Current wisdom is to consider
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expansion of certificate of need programs as part of health care reform.
CON is looked upon as a health care cost containment program. In
addition, the CON issue is one that is expected to be addressed as part of
the study to be done under Sen. Franklin’s health care reform legislation.
- Before adding or deleting services from that process, we should wait for
the results of the study.
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50-5-101, subsection (27) (b) defines "skilled nursing care":

(b) "Skilled nursing care" means the provision of
nursing care services, health-related services, and
social services under the supervision of a licensed
registered nurse on a 24-hour basis.

(c¢) "Intermediate nursing care" means the provision of
nursing care services, health-related services, and

. social services under the supervision of a licensed nurse
to patients not requiring 24-hour nursing care.

(d) "Intermediate developmental disability care" means
the provision of nursing care services, health-related
services, and social services for the developmentally
disabled, as defined in 53-20-102(4) or persons with
related problems.

(e) "Personal care" means the provision of services and
care which do not require nursing skills to residents
needing some assistance in performing the activities of
daily living.
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Is Undermining Nursing Home Reform’

“.. Some people seeking nursing home care are unable to receive it for
numerous reasons, including: financial inability to pay (e.g., people above the
Medicaid income cap but who cannot afford pri-
vate-pay rates); long waiting lists for nursing
homes and the family is unable to provide at-
home care; or people with certain conditions
which require nursing home care (such ashaving
a history of combative behavior or people with
dementia who wander) ... When nursing home
beds are not available to these people, they often
feel desperate and they look toward other resi-
dential options, including homes providing per-
sonal care services ...

“Those who advocate on behalf of residents,
including those in the nursing home industry W
who have spent years working towards reformin S
nursing homes, are seeing much of their efforts
undermined as a result of inadequate regulation 2 3
of personal care homes... , in the RoyHerzbach,
nursinghome context meaningful standardswere A#anta Ombudsman
set that require nurses aides to have the skills needed to meet resident needs
and toimprove the quality of care and life for residents. Another exampleis that
the circumstances under which physical and chemical restraints could be used
in nursing homes were also significantly limited. Now we see staff at personal
care homes with relatively few skills, and we see residents who need nursing
home care being restrained in ways that would not be permitted in a nursing
home. These are serious steps backward in providing residents with a higher
quality of care and life.” -— From an editorial in The Ombudsman Newsletter of
the Metropolitan Atlanta Ombudsman Program, 151 Spring St., N.W., Atlanta,
GA 30335. (404)586-9800.

Alzheimer’s Assoc. Studies Claims
About Special Care Unit Services

The Alzheimer’s Association is surveying state ombudsmen, nursing home
surveyors and families about their experiences with special care units that nursing
homes claim provide exceptional services for residents with Alzheimer’s disease.

“While we have anecdotes from families about their dissatisfaction with
Alzheimer special care units in nursing facilities,” said Pam Edens of the
association’s public policy committee, “we are not certain of the extent of the
problems and whether they differ significantly from those about nursing
facility care in general.”

Preliminary findings, including the ombudsman survey, are expected to be
completed by December. For more information, contact Deborah Beitler at the
Alzheimer’s Association, 919 N. Michigan Ave., Suite 1000, Chicago, IL 60611.
(312)335-5746.

Guidelines for Care

In July the Alzheimer’s Association published Guidelines for Dignity: Goals
of Specialized Alzheimer/ Dementia Care in Residential Settings. The 40-page
book is $5 and can be purchased through local Alzheimer’s Association chap-
ters. If there is no chapter in your community, you can order from the
association at 919 North Michigan Ave., Suite 1000, Chicago, IL 60611-1676.
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SO 13 Potential Hazards With Restraint Devices

July 15, 1992

To Hospital Administrators, Directors of Nursing, and Directors of
Emergency Room Services: :

i The Food and Drug Administration (FDA) is warning healthcare providers of the
potential hazards associated with the use of physical patient restraint devices, such as
safety vests, lap and wheelchair belts, and body holders.

We are issuing this warning because reports of deaths and injuries related to the use
of these devices have increased over the last year. It is probable that still many
restraint related deaths and injuries go unreported. The reports received by FDA
encompass all restraint types, patient populations, and types of facilities. The FDA
estimates there may be at least 100 deaths or injuries annually associated with the use
of restraints, many deaths occurring when the patient-is trying to get out of the '
restraint or while attempting purposeful behavior such as going to the bathroom.

Many of the incidents (fractures, burns, strangulations) seem to be the result of
incorrect use of these devices, including inappropriate patient selection, incorrect

restraint selection, errors in correctly applying the devices, and inadequate
monitoring of patients when restrained. We have consulted with facilities, users,

clinicians, and manufacturers to determine what factors may be contributing to
hazards with physical restraints. We have also reviewed related regulations such as
OBRA’87 and the HCFA Guidelines. The following FDA recommendations are
designed to emphasize and complement the HCFA Guidelines and to help decrease

the incidence of deaths and i mJunes with these devices.

® Assess the cause for which the restraint is being considered, develop
alternatives to restraint use, and implement these alternatives before applying

restraints.

¢ Allow the use of restraints ONLY under the supervision of a licensed healthcare
provider and for a strictly defined period of time.

* Define and communicate a clear institutional policy on the use of restraints
(alternatives to restraint use, appropriate conditions for restraint use, length of
wear time, etc.). This written policy should also be available for any
patient/resident or any family member.

¢ Obtain informed consent from patient/resident or guardian prior to use.
Patients have the right to be free from restraints. However, if it is determined
that a restraint is necessary, explain the reason for the device to the
patient/resident and guardian to prevent misinterpretation and to ensure

cooperation.
* Display instructions for use in a highly visible location and interpret in foreign
languages as necessary.

* Provide in-service training for staff as regularly as possible which should
include a return demonstration of proper application of restraints.



* Priorto use, read and follow the manufacturers directions for use:
- select the type of restraint that is appropriate to the patient's condition.
- use the correct size. , -
- note the "front” and "back” of the restraint and apply correctly.

- secure restraints designed for use in bed to the bed springs or frame,
NEVER to the mattress or the bed rails. If the bed is adjustable, secure
restraints to parts of the bed that would move with the patient (not constrict

the patient).
- tie knots with appropriate hitches so that they may be released quickly.

¢ Emphasize good nursing, rehabilitative, and patient care practices:
.- observe patients in restraints frequently. '

- remove the restraints at least every two Lours, and more often if necessary,
and allow for activities of daily living.

- carefully apply the device and adjust properly so that it maintains body
alignment and ensures patient comfort.

- continue assessment even after a restraint is used and discontinue use as
soon as feasible. Restraint use should be considered a temporary solution to

a situation.

¢ Clearly document in the patient’s record the medical reason for use of the
restraint, the type selected, and the length of time for treatment.

* Follow local and State laws regarding the use of protective restraint devices.

Currently, manufacturers of physical patient restraints are being notified of
regulatory changes with respect to restraint manufacturing and labeling. Improved
device labeling will be required, including the label *prescription only*, and should
appear on newly marketed devices late 1992. Accompanying graphics, and visual
aids will also be encouraged. These improvements should provide facilities with
additional instructions and bridge some language barriers.

The Safe Medical Devices Act of 1990, effective November 28, 1991, requires that all
hospitals, nursing homes, and acute care facilities report deaths and injuries related to
the use of any medical device to the FDA. Discuss with your staff and management
your procedures for reporting any death or injury related to patient restraints. :

On the attached page are important messages for patients/residents and family
members, which you may copy and distribute (using your own letterhead or address

stamp, if you wish).

If you have additional questions about the physical patient restraint issue, contact
Carol Herman, Office of Training and Assistance (HHFZ-250), Center for Devices and
Radiological Health, Food and Drug Administration, Rockville, Maryland 208S7.

Sincerely youry,

James S. Benson

Director

Center for Devices and
Radiological Health
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IMPORTANT TIPS FOR THE USE OF
_PATIENT RESTRAINTS

Physical patient restraints can be useful in protecting the patients/residents from falls
and from wandering or straying. However, restraints are not the only solution to
these difficulties, and in some cases may be more dangerous. The following are
important tips that can make you more aware of when and how restraints should be
used. It will also help you identify problems which could have serious consequences

if not responded to.

PATIENT
RIGHTS

FACILITY
POLICY

PRESCRIPTION
DEVICE

PATIENT
CRITERIA

APPROPRIATE
SIZE

GOOD
LABELING

Patients/residents have the right to be free from restraints.
Restraint use should not be a first choice solution. Before
allowing yourself or a loved one to be restrained, be sure to
understand the reason for the restraint use, request a
limited time frame for restraint use, and be sure that all
other solutions to the problem have been exhausted.

All health care facilities must have a written policy on use of
patient restraints. Ask to see this document and be sure
that you understand and are comfortable with the policy set

forth by your facility.

Restraints are prescription devices and may only be used if
a physician, or other healthcare professional licensed to
prescribe in your State, has specifically ordered a restraint
for an individual. The need for the restraint must be well
documented in the patient chart and assessment of the
need should continue even after the device has been

ordered.

Not all patients/residents are appropriate for restraint use.
For example, an agitated or seriously confused patient may
not be a good candidate for restraints. The use of restraints
may only add to this agitation or confusion and place the
patient in jeopardy as he/she may try to escape from the
device. These medical symptoms combined with the use of
a restraint may lead to a serious injury or death.

It is very important to be sure that the appropriate size of .
restraint is selected. A restraint that is too small will be
uncomfortable for the patient and may cause agitation or
constriction of bodily parts. A restraint that is too large or
loose, where the patient can slide down or forward, may
result in asphyxiation.

Manufacturers of patient restraints are being required to
develop better labeling. They are also being encouraged to
use-graphics in improved labels, sewn directly on the
device, to help ensure proper application. Look for these
labels and alert a healthcare provider if it appears a device
is on incorrectly or a patient is uncomfortable in a restraint.



'PROPER
USE

LENGTH OF
WEAR

PATIENT
MONITORING

For wheelchair use, be sure that the patient is upright and

securely seated in the chair before applying the restraint.
See device directions for correct application. Incorrect
application is more likely to result in the patient sliding -

~forward which may result in asphyxiation. Foruseina

bed, be sure the restraint is NEVER tied to the bed rails or
mattress. The restraint should only be tied to the bed
springs. Also, most restraints are not indicated for use with
regular beds or regular chairs, including geri-chairs.
Consult the manufacturer labeling for correct application of
the restraint to any bed or chair.

Any patient/resident in a restraint must be free of that
restraint at frequent intervals to ensure good patient health.
Long-term immobilization can contribute to various health
problems including decubitus ulcers, nerve damage,
incontinence, and sensory deprivation. Consult with the
facility policy for the maximum length of each period of
restraint use. During the time when the patient is free of
the restraint, be sure that exercise, such as walking, is
available and encouraged.

Patients/residents must be monitored frequently while
wearing a restraint device. As with any other medical
device, supervision and monitoring are critical to ensure
the safety of the patient. :

Ask your facility what alternatives exist or are being developed to reduce the use of
restraints. Restraints should never be used as a substitute for nursing care. They are
an adjunct to proper care. In many cases, volunteers may be all a facility needs to
help keep patients free from restraints. However, if you are aware of the potential
dangers of restraint use and know what to look for and what to do if you see a
restraint being used incorrectly, it could save a patient from a serious injury or even

" death.
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dauned, T 59044

weat [onnie R, A’e.[[ogg

Dear Sira;

Jhin letten ia in nesponse to the atate inspection at the Juin (ottage (ane (fenten
and addresnes the wnitien nemanka concenning my fathen, Wealey fl, Kellogg, ‘

9, Lonnie R, Kellogg nesiding at 918 €, 5th St., launel, NJ,, have been selected by
a aiaten, lynda Groacopp and 2 bnothens, (ody Kellogg and David Kellogg Zo be the
neaporaible panty to inaune the well being and welfare of oun fathen, Wea Kellogg.

Jhe tirat insue o be addrensed in the locking of the bednoom doon. Loin Wicka
advined me of thia befone ahe %ook action via a phone call o have my perminaion Zo
do a0, Jhis was needed at that time fon two reasons; l.) Jo atop Wealey trom puiting
on 2 on 3 sets of clothes at one time which have now been nemoved entinely 2o eleviate
- hia packing evenything up o move out and 2. 2o atop hin aleeping duning daytime hourn
and being up all night causing commotion and intenuptions in the othen patients’ noutine.

Your nemants indicate #hin in a violation of hin nights, 9 will tell you what a
violation of hia nights are: 9f these atandands are not followed, he will be nequined o
99 20 a nuraing home which in the laat place dad would even like 2o be. Jhat in «
violation of hin rights ar an American and a human 6e,£n9' 20 live whene he wanta, Jhe
care that dad neceives at Jwin (vitage in unsurparsable. He in fed well, kept clean and
any time. he ian't feeling well, he in Zaken dinectly to the launel fledical (Linic
fon treatment,

A VSOLATION OF RIGHIS? 9t thene in any violation it in on youn part fon implying
the Jwin (ottage (are ((enten cannot provide dad adequate care. Jhia violates hin right
to Live where he wanta and the neat of the family’s aight of providing the beat cane
poanible fon oun fathen. Jhank God the state and people like you are not in contrwol as
we atill have fundamental righta unden the conatitution to protect ua from government
intenvention auch aa thia.

The aecond inaue ia that dad ia on too much Haldol. 9 have checked with hia
Docton, lee Richardaon and the pharminint, John Bansnes, who dispenses the paescription
and both have aaid the amount he in taking does not and will not make him dnugged., $2
will alow him doun and atabelize hin neavoun enengy which in annociated with Alzheimenra,
An fon hia appeaning drowny, thia does happen for a period of Zime aften he eata.

But then who doean ‘¢ feel drowny after eating?



Youn inspection ahould be in the evening when he ia up and doun 40 Zimea and paces he
tloon and lets hia dog in and out 20 timea in a 30 minute period, Jhe wre of flaldol
i not to aupness hia actiona, only to control them fon hin well being, 9 viait dad
on a weekly barin and can arsure you he in not daugged., Before any increase in
medication in prescnibed the management of .7wuz éotiage duxcwmu with me. any c/tangeA
2hat ane 2o be made, - _
ﬂ[g/zeunw i a cueld and duﬁea/u‘.enuzg duzeaae. ¢ not only effectsr the patient
but friends and family ar well, Aa there ia no way 2o know what an alzheimen patient
auch aa dad in Zhinking on desires, we can only go by the values and monala that the
patient Lived by, Aa 9 have hknown dad for oven 45 yearns, 9 feel Zhat 9 can expresn
- what he would aay 2o you if he wene capable; "Kee.,o youn nose out of affaira that
don'? concenn you, "
9 bnow the (are (enten ahould be umpeoted 20 protect the well 6euz9 a,{ the
patienta, However, when an explanation ia offened for a aituation by.a care centen
it ahould be Zaken at face value unless conditiona suggest othemwise. - In Zhin case
thene are N0 conditions %o augges othemwise, 9 have inveatigated into othen places
tor dad 20 atay and thene are none that can compare to the care he in neceiving:ai
Jwin Cotiage. (are (enten, :
Funthermone, there ia no way on God's green eanth i/zat a atate agency ia going
to teld my family where and uhere not we can place ourn ,{a.i/te/v.. We have hin beat
intereat at heart and if you think you can change that, you had betten back up and take
anothen look because you are headed fon one heck of a tight #hat will not be pleanant

fon youn agency,

Reapectfully,

Lonnie R, /\’eél.ogg
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— SIATE OF MONTANA

PO BOX 200801
HELENA, MONTANA 58620-0801

March 10, 1993

TO: House Committee on Human Services and Aging
FROM: Doug Blakley, State Ombudsman
RE: SB 118

As State Long-Term Care Ombudsman, I am responsible for serving
as an advocate for residents of long-term care facilities,
including nursing homes and personal care homes. Through our
local ombudsmen, we currently visit all licensed personal care
homes and several adult foster care homes, assisting residents
and consumers in resolving concerns and complaints pertaining to
care and rights issues. If SB 118 passes, our programs would be
responsible for providing advocacy services to the new category
of facilities created by this bill.

I have serious concerns about SB 118 because of its implications
for the health and safety of residents in the new category B
personal care homes. Since the majority of residents in this type
of facility have significant impairments in decision making, a
greater need exists for requirements which ensures them a safe
environment. The major complaints we deal with in personal care
home are the inappropriate admission and/or retention of
residents and the adequacy of care provided to those who need
care beyond assistance with activities of daily living.

The major drawbacks of SB 118 are twofold: expertise of staff to
deliver care and qualified oversight of the care. Currently,
‘there are no professional qualifications or training requirements
for those operating or working in personal care homes. SB 118
fails to address this basic issue. While the bill has a require-
ment for annual oversight, on-going oversight is not addressed.
This 1is particularly troubling in light of the fact that SB 118
would allow residents who need skilled nursing care, restraints
or bedbound residents in a facility. By definition these would
be nursing home level residents.

Thus, I feel the expansion of services in category B homes
without addressing the training and oversight issues pose a
significant health and safety risks to residents placed in such a
facility. The changes in SB 118 would exacerbate the major
problems we see in personal care homes rather alleviate them.

“AN EQUAL OPPORTUNITY EMPIQYER"
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