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[DEPARTMENT of HEALTH

Protecting, Maintaining and Improving the Health of Minnesotans

|
[ June 5, 2001

Dawn Nelson
949 111th Ave. N.W,
Coon Rapids, MN 55448

Dear Ms, Nelson:

The attached investigative report indicates that evidence of violation of parental rights was
substantiated as it relates to Unity Flospital.

The report summarizes the findings based on a review of the hospital's records and interviews with
hospital staff. '

(M\. If you have any questions, please contact me.

Sincerely,

mSWﬁigﬂor

- Office of Health Facility Complaints
Division of Facility and Provider Compliance
Telephone: (651) 215-8754  Fax: (651) 215-8712

"Enclosure
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MINNESOTA

DEPARTMENT of HEALTH

Protecting, Maintaining and Improving the Health of Minnesotans

Summary Investigation Report
PUBLIC

Facility:
Unity Hospital Report #: H0132011
550 Osbome Road,
Fridley, MN 55432 .
Anoka County Date: May 24, 2001
Date of Visit: 3/14 to 3/21/01 By:  Christina Baltes, RN
Time of Visit: 7:30 a.m. Special Investigator
Nature of Visit:

An unannounced substantial allegation survey was initiated on 3/14/01 at Unity Hospital in order
to investigate alleged violations of the Conditions of Participation for accredited hospitals

participating in Medicare, specifically, Surgical Services at 42 CFR 482 51 (b) and Medical Staff
Services at 42 CFR 482.22.

The allegation is: On 1/22/00, physician #3 violated parental rights to informed consent when he

circumecised patient (S) without parental knowledge and consent. The physician did such a poor job
that patient (S) needed to have additional surgery.

Investigative Findings:

All employees and persons were interviewed in private as desired and given the Tennessen
Statement. See Appendix A for additional information.

The medical staff bylaws, rules and regulations indicate on page 7 of 21 under Informed Decision
Making/Consents that, "Patients shall be given by their physicians/dentists/podiatrists, complete and
current information concerning the diagnosis, treatment, alternatives, risks, and prognosis as is
required by the practitioner's ethical and legal duty. The information given shall be in terms and
language the patient can reasonably be expected to understand and shall include the likely medical
or psychological results of the treatment and its alternatives." This bylaw, rule and regulation
continues to state that the physician will document this consent in the chart.

The hospital medical record for patient (S), when reviewed, indicated that he was born on 1;’21/00
and was circumcised on 1/22/00 by physician #3. When reviewed, the physician progress notes in
the hospital medical record of patient (S) indicated that on 1/22/00, physician #3 documented “circ
done.” A review of patient (S’s) medical record, person (R’s) medical record, and interviews
conducted between 3/14 to 3/21/01 with direct care nurses, employees #48, #33, #5, and #23,
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adminstrative staff #18, health unit coordinator employee #8, and physicians #49, #36 and #3

verified that informed consent for patient (S’s) 1/22/00 circumcision was not obtained as required
prior to the procedure. '

Person (R) verified during a 3/6/01 interview that she was not appraoched by physician #3 or any
other person for an informed consent prior to patient (8°s) circumcision. Person (R) stated that she
“found out” that patient (S) had been circumcised two hours after the procedure. Person (R) stated
that the next day physician #3 apologized to her for not obtaining consent prior to the circumecision.
Post partum documentation in person (R’s) medical record by physician #3, dated 1/23/00, indicated

“Doing well. Upset about circ {circumcision] being done [without] discussion beforehand, ete. I
apologized [and] discussed.”

Interview with physician #3 on 3/20/01 verifeid that informed consent was not obtained prior to
patient (S’s) circumcision. Physician #3 stated that the hospital had changed the Informed Consent
Form requirements within the last year and had dispensed with the Informed Consent Form for
circumcisions. Physician #36, a surgical services co-ordinator, verified in a 3/14/01 interview, that
the hospital had not required physicians doing circumcisions to utilize the Informed Consent Form
but verifeid that informed consent should be obtained and documented before any surgical
procedures, including circumcisions. Physician #49, stated in a 3/20/01 interview, that he continues
to utilize the Informed Consent Form and that the mursing staff usually places the Informed Consent
Form on the chart. Employee #8, a Health Unit Coordinator (HUC), verified that blank consent

forms are automatically placed on the charts of all male babies but that some physicians do not
utilize them.

The patient care policies and procedures, dated 3/99, on informed decision making, indicate that, "A
verification of Informed Consent form, indicating the surgical, invasive, or endoscopic procedure
is to be completed by hospital staff or the physician and reviewed with the patient or legal
representative prior to the procedure.” The policy states at item III. C. that "Informed decision
making and consent is required for all medical procedures and treatments with more than slight risk
or that may change the patient's body structure." This policy goes on to provide contradicting
information by stating at IV. C that an informed consent is not required for a newborn circumcision.

Dorland’s Hiustrated Medical Dictionary, 27th Edition, defines circumcision as “the removal of all
or part of the prepuce or foreskin.” The American Family Physician August 1995 article on
“Neonatal Circumcision Techniques” [52 (2):511-8, 519-20] indicate that “Informed consent must
be obtained from parents or guardians, based on an objective understanding of the medical and social
implications of circumeision, including potential complications from the procedure.” This article

cites hemorrhage, local infection, sepsis, meatal ulceration and poor cosmetic results as potential
complications of a circumcision.

Documentation in a note dated 3/2/00 from Metropolitan Urologic Specialists, and interview with
person (R) on 3/6/01, verifed that after the circumcision, “.... a 2 mm skin tag was noted at the left
dorsal aspect of the foreskin near the circumcision site. Mild residual foreskin was noted laterally
and dorsally.” Documentation dated 1/10/01 indicated that the circumcision area was revised at a
same day outpaitent surgical cenier on 1/10/01.
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CONCLUSION: Substantiated as it relates to a violation with regards to parental rights to
informed consent prior to patient (S’s) circumcision. Documentation and interviews with person
(R), employees #48, #33, #5, #23, #18, #8, and physicians #49, #36 and #3 verified that informed

consent for patient (8’s) 1/22/00 circumcision was not obtained from either of his parents prior to
the procedure.

This unannounced substantial allegation survey was done in conjunction with complaint #’s
#H0132010, and H0132012. During the course of the investigation, the hospitals compliance with
the following Federal requirements were reviewed: Nursing Services at 42 CFR 482.23 (b) and
Patient Rights at 42 CFR 482.13 (a), (b), (¢), (¢) and (£), for case #H0132010 and H0132012, and
Surgical Services at 42 CFR 482.51 (b) and Medical Staff at 42 CFR 482.22 for case #H0132011.

The results of the survey are documented in a HCFA 2567 - Statement of Deficiencies. A Synopsis
of the deficeint practices are as follows:

D ] L
/]
]

+ aLlib TS DASC J1E; 1€ » ACES:
The Condition of Participation for Patients' Rights at 42 CFR 482.13 was not met.
1) The hospital failed to establish a process for prompt resolution of patient grievances, to inform
each patient of the right to lodge a grievance with the State Agency directly and to provide the phone
number for the State Agency. See documentation at Tag A752.
2) The hospital failed to assure that the governing body approved the hospital's grievance process
and assumed or delegated in writing the responsibility for the review and resolving of grievances.
See documentation at A753.
3) The hospital failed to assure the presence of a grievance process which includes a mechanism for
timely referral of patient quality of care or premature discharge concerns to the appropriate
Utilization and Quality Control Peer Review Organization. See documentation at A754.
4) The hospital failed to establish a clearly explained procedure for the submission of a patient's
written or verbal grievance. See documentation at A755.
5) The hospital failed to establish a grievance process that specified time frames for review of the
grievance and the provision of a response. See documentation at A756.
6) The hospital failed to provide patients who had voiced or filed a grievance, a wriften notice of
it's decision in response to the grievance. See documentation at A757.
7) Hospital staff failed to assure that patients were afforded the right to be involved in the treatment
and care they receive. See documentation at A760.
8) The hospital failed to assure that patients were afforded the right to receive information with
regards to the hospital's policies on the implementation of advance directives, their right to make
medical care decisions and to formulate advance directives. See documentation at A761.
9) The hospital failed to assure that a system was in place for staff to take a proactive approach to
identify events and occurrences that may constitute or contribute to abuse and neglect, o protect
patients from abuse during investigation of allegations of abuse, neglect, or harassment, investigate
in a timely and thorough manner all allegations of abuse, neglect, or mistreatment, and report and
respond to the allegations of abuse, neglect, and harassment of al} forms, whether from staff, other
patients, or visitors. See documentation at A765.

10) Hospital staff failed to assure that restraints were utilized only when other less restrictive
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measures have been found to be ineffective in protecting patients from harm. See documentation
at A770. '

11) Hospital staff failed to obtain physician's orders for the use of physical restraints. See
documentation at A771. : '

12) Hospital staff failed to modify plans of care for restrained patients. See documentation at A774,
13) Hospital staff failed to assure that orders for restraints end at the earliest possible time. See
documentation at A777.

14) Hospital staff failed to assure that restrained patients were continually assessed, monitored, and |
reevaluated. See documentation at A778.

15) Hospital staff failed to assure that staff who have direct patient contact utilize restraints in a
proper and safe manner. See documentation at A779.

LICE = L A154
failed to ensure that the m

1) The hospital

AR

yund at 4 'R 48 Medical Staff:
edical staff enforces its bylaws to carry out its

responsibilities. See documentation at A067.
2) The hospital failed to assure that the medical staff bylaws include a requirement that a physical

examination and medical history be done no more than 7 days before admission for each patient. See
documentation at AQ72.

48 \.'l;I prvice he o deficien actices:
he Condition of Participation for Nursing Services at 42 CFR 482.23was not met.
1) The hospital failed to assure that the nursing service on One and Two West had adequate

numbers of personnel to provide nursing care to meet the needs of restrained patients. See
documentation at A077.

2) Hospital staff failed to assure that a registered nurse supervise and evaluate nursing care. See
documentation at A083.

3) Hospital nursing staff failed to ensure that nursing care plans were developed and kept current.
See documentation at A084.

4) Hospital staff failed to administer Heparin to patient (W) in accordance with the orders of the
practitioner. See documentation at AQ87.

D) A deficier V2 d at 4 _ edica rvice
1} The hospital failed to assure that all entries in the medical record were authenticated and dated

promptly with the identity and discipline of the person responsible for ordering the service. See
documentation at A102.

[
&' L)

The Condition of Participation for Surgical Services at 42 CFR 482.51 was not met.

1) The hospital failed to assure that when nursing assistants assist physicians as scrub nurses or
surgical technicians, they perform these duties under the supervision of a registered nurse. See
documentation at A253.

2) The hospita] failed to assure that the surgical services maintain a current roster of practitioners
specifying the surgical privileges of each practitioner. See documentation at A255.
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3) Hospital staff failed to assure the presence of properly executed informed consent forms for
surgical procedures. See documentation at A258.

4) The hospital failed to ensure that a complete and up to date operating room register was
maintained. See documentation at A261.
5) Hospital staff failed to assure that an operative report describing techniques, findings, and tissues

removed or altered was written or dictated immediately following surgery and signed by the surgeon.
See documentation at A262.

Deficient practice lis he as also noted at 4 R 482.43 Discharge Planning

1) Hospital staff failed to assure that patients who were transferred to another facility was
transferred with all the necessary medical information in order for the receiving facilities to provide
appropriate follow up care. See documentation at A343.

xc: Facility and Provider Compliance Division - Licensing & Certification
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APPENDIX A

During the course of the investigation:

o A o o O o o O

-

The hospital’s main and obstefrics operating areas were toured

The hospital’s medical staff bylaws, rules and regulattons were reviewed
The hospital’s staff training with regards to informed consent was reviewed
Personnel and credential files were reviewed

Staff were interviewed

Patients were interviewed

Physicians were interviewed

Complainants were interviewed

16 additional medical records (eight babies and eight mothers) were reviewed with regards
to informed consents prior to circumcision '

Wiitten statements were reviewed
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DEPARTMENT OF HEALTH AND HUMAN SERVICES FORM APPROVED
HEALTH CARE FINANCING ADMINISTRATION

OME NO. 0938-039]
STATEMENTOFDERICIENCIES  [(X1) PROVIDER/SUPPLIER/CLIA {X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: A. BUILBING COMPLETED

C
24-0132 B.WING 3/26/01

(i OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
UNITY HOSPITAL 550 OSBORNE ROAD
FRIDLEY, MN 55432

XH 1D SUMMARY STATEMENT OF DEFICIENCIES 1D
PREFIX (EACH DEFICIENCY MUST BE PRECEEDED BY FULL PREFIX
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG

PROVIDER'S PLAN OF CORRECTION (Xs)
(EACH CORRECTIVE ACTION SHOULD BE Cogf%“

CROSS-REFERENCED TO THE APPROPRIATE
DEFIQJENCY)

A 000| INITIAL COMMENTS A 000

An unannounced substantial allegation survey was
started on 3/14/01 to investigate complaints
#H0132010, #H0132011, and H0132012. During the
course of the investigation, the hospitals compliance
with the following Federal requirements were
reviewed: Nursing Services at 42 CFR 482.23 (b) and
Patient Rights at 42 CFR 482.13 (a), (b), (c), (e} and
(f), for case #H0132010 and H0132012, and Surgical
Services at 42 CFR 482.51 (b) and Medical Staff at
42 CFR 482.22 for case #H0132011. The sUrvey was
cxpanded to review areas of deficient practices
identified in this HCFA 2567,

A) The Hospital was not in compliance with the

™ Medicare Conditions of Participation at 42 CFR.
( J 482.13 for Patient Rights based on the following
o deficient practices;

1) The hospital failed to establish a process for prompt
resolution of patient grievances, to inform each patient
of the right to lodge a grievance with the State Agency
directly and to provide the phone mumber for the
State Agency. See documentation at Tag A752.

2} The hospital failed to assure that the goveming
body approved the hospital's grievance process and
assumed or delegated in writing the responsibility for
the review and resolving of grievances. See
documentation at A753,

3) The hospital failed to assure the presence of a
grievance process which includes 2 mechanism for
timely referral of patient quality of care or premature
discharge concerns to the appropriate Utilization and
Quality Control Peer Review Organization. See
documentation at A754,

4) The hospital failed to establish a clearly explained

LABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE TITLE {%6) DATE

(*} denotes a deficiency which the institution may be excused from correcting providing it is delermined that other

ients. Except for nursing homes, the findings above are disclosable 90 days following the date of survey whether or not a
s, the above findings and plans of comection are disclosable 14 days following the date these documents are made

re cited, an approved plan of correction is requisite to continued program participation.

A Miciency statement ending with an asterisk

C _Ards provide sufficient protection to the pat
plan of comrection is provided. For nursing home
available to the facility. If deficiencies a

JRM HCFA-2567(09-92) ATGO2L199 7LKF11 If continuation sheet 1 of69
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procedure for the submission of a patient's written or
verbal grievance. See documentation at A755.

5) The hospital failed to establish a grievance process
that specified time frames for review of the grievance

and the provision of a response. See documentation at
AT56,

6) The hospital failed to provide patients who had
voiced or filed a grievance, a written notice of it's
decision in response to the grievance. See
documentation at A757.

7) Hospital staff failed to assure that patients were
afforded the right to be involved in the treatment and
care they receive. See documentation at A 760,

8) The hospital failed to assure that patients were
afforded the right to receive information with regards
to the hospital's policies on the implementation of
advance directives, their right to make medical care
decisions and to formulate advance directives. See
documentation at A761.

9) The hospital failed to assure that a system was in
place for staff to take a proactive approach to identify
events and occwrrences that may constitute or
contribute to abuse and neglect, to protect patients
from abuse during investigation of allegations of
abuse, neglect, or harassment, investigate in a timely
and thorough manner all allegations of abuse, neglect,
or mistreatment, and report and respond to the
allegations of abuse, neglect, and harassment of all
forms, whether from staff, other patients, or visitors.
See documentation at A7635.

10) Hospital staff failed to assure that restraints were
utilized only when other less restrictive measures have
been found to be ineffective in protecting patients

FORM APPROVED
HEALTH CARE FINANCING ADMINISTRATION OMRB NO. 0938-0391
STATEMENTOFDEFICIENCIES  {(X1) PROVIDER/SUPPLJER/CLIA {X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: A. BUILDING COMPLETED
C
) B. WING
. 24-9132 : 3/26/01
|
" R Lorrroviom OR SUFPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
UNITY HOSPITAL 550 OSBORNE ROAD
FRIDLEY, MN 55432
(x4) D SUMMARY STATEMENT OF DEFICIENCIES ID PROVIDER'S PLAN OF CORRECTION (X5)
PREFIX (EACH DEFICIENCY MUST BE PRECEEDED BY FULL PREFIX (BACH CORRECTIVE ACTION SHOULD BE COMPLETE
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE
DEFICIENCY)
A 000 A Q00

ORM HCFA-2567(09-92)

|
A

ATGO2) 199

7LKF11 1f continvation sheet 2 of69
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FORM APPROVED
HEALTH CARE FINANCING ADMINISTRATION OMB NO. 0938-0391
- STATEMENTOFDEFICIENCIES  [(X1) PROVIDER/SUPPLIERICLIA (X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
| AND PLANOF CORRECTION IDENTIFICATION NUMBER: A. BUILDING COMPLETED
| o
I
| 24-0132 B. WING
_]( N 3/26/01
.....& OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
UNITY HOSPITAL 550 OSBORNE ROAD
FRIDLEY, MN 55432
‘ (X4) ID SUMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORRECTION (X5)
PREFIX (EACH DEFICIENCY MUST BE PRECEEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE COMELETE
TAG REGULATORY OR LSC JDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROFRIATE
DEFICIENCY)
A 000 A 000

from harm. See documentation at A770.

11) Hospital staff failed to obtain physician's orders

for the use of physical restraints. See documentation
at A771.

12) Hospital staff failed to modify plans of care for
restrained patients. See documentation at A774.

13) Hospital staff failed to assure that orders for
restraints end at the earliest possible time. See
documentation at A777.

14} Hospital staff failed to assure that restrained
patients were continually assessed, monitored, and
reevaluated. See documentation at A778.

15) Hospital staff failed to assure that staff who have
direct patient contact utilize restraints in a proper and
safe manner. See documentation at A779.

The Condition of Participation for Patients' Rights at
42 CFR 482.13 is not met. The cumulative effect of
the hospital's staff practices resulted in the hospital's
inability to ensure the provision of quality health care
in a safe environment, promote statutorily mandated
patient care and places patients in immediate jeopardy.

B) Deficient practices listed below were also found at
42 CFR 482.22 Medical Staff;

1) The hospital failed to ensure that the medical staff

enforces its bylaws to carry out its responsibilities, See
documentation at A067.

2) The hospital failed to assure that the medical staff
bylaws include a requirement that a physical
examination and medical history be done no more
than 7 days before admission for each patient. See

ORM HCFA-2567(09-92)

ATGO21199

JLKF1t

If continuation sheet 3 of 69
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FORM APPROVED
HEALTH CARE FINANCING ADMINISTRATION OMB NO. 0938-0391
STATEMENT OF DEFICIENCIES (X1} PROVIDER/SUPPLIER/CLIA (X2) MULTIPLE CONSTRUCTION " |ex3) DATE SURVEY
AND PLAN OF QORRECTION IDENTIFICATION NUMBER A, BUILDING COMPLETED
C
B. WING
N 24-0132 3/26/01
«E OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
UNITY HOSPITAL 550 OSBORNE ROAD
FRIDLEY, MN 55432
X4 D SUMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORRECTION {X5)
PREFIX (EACH DEFICIENCY MUST BE PRECEEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE Cogﬁj;«g E
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE
DEFICIENCY)
A 000 A 000

documentation at AQ72.

C) The Hospital was not in compliance with the
Medicare Conditions of Participation at 42 CFR
482.23 for Nursing Services based on the following
deficient practices:

1) The hospital failed to assure that the nursing
service on One and Two West had adequate numbers
of personnel to provide nursing care to meet the

needs of restrained patients. See documentation at
AO77. '

2) Hospital staff failed to assure that a registered nurse
supervise and evaluate nursing care. See
documentation at AD83.

3) Hospital nursing staff failed to ensure that nursing
care plans were developed and kept current. See
documentation at AQR4,

4) Hospital staff failed to administer Heparin to
patient (W) in accordance with the orders of the
practitioner. See documentation at A087,

The Condition of Participation for Nursing Services
at 42 CFR 482.23 is not met. The cumulative effect of
the hospital's staff practices resulted in the hospital's
inability to ensure the provision of quality health care
in a safe environment, and promote statutorily
mandated patient care.

D) A deficient practice was noted at 42 CFR 482, 24
Medical Record Services:

1) The hospital failed to assure that all entries in the
medical record were authenticated and dated promptly
with the identity and discipline of the person
responsible for ordering the service. See

F0ORM HCFA-2567(09-92)

@

ATGI219%¢
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A 000 A 000

documentation at A102.

E) The Hospital was not in compliance with the
Medicare Conditions of Participation at 42 CFR
482.51 for Surgical Services based on the following
deficient practices:

1) The hospital failed to assure that when nursing
assistants assist physicians as scrub nurses or surgical Ve
technicians, they perform these duties under the

supervision of a registered nurse. See documentation
at A253.

2) The hospital failed to assure that the surgical
services maintain a current roster of practitioners

= specifying the surgical privileges of each practitioner.
(J,J See documentation at A255. '

I

|

|

HHD SUMMARY STATEMENT OF DEFICIENCIES ID PROVIDER'S PLAN OF CORRECTION
3) Hospital staff failed to assure the presence of
properly executed informed consent forms for surgical 4

procedures. See documentation at A258,

4) The hospital failed to ensure that a complete and up

f to date operating room register was maintained, See
documentation at A261.
|

|

|

5) Hospital staff fajled to assure that an operative
report describing techniques, findings, and tissues v/
removed or altered was written or dictated
immediately following surgery and signed by the
surgeon. See documentation at A262.

The Condition of Participation for Surgical Services
at 42 CFR 482.51 is not met. The cumulative effect of
the hospital’s staff practices resulted in the hospital's v
inability to ensure the provision of quality health care
in a safe environment, and promote statutorily
mandated patient care.

FORM HCFA-2567(09-92) ATGO21199 TLKF11 If continwation sheet 5 of 69
T,
O
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A 067

F) Deficient practice listed below was also noted at 42
CFR 482.43 Discharge Planning

1) Hospital staff faiied to assure that patients who
were transferred to another facility was transferred
with all the necessary medical information in order
for the receiving facilities to provide appropriate
follow up care. See documentation at A343.

Definitions:

American Heritage College Dictionary, Third Edition,
page 598:

Grievance: (a) A circumstance seen as just cause for
for protest. {(b) A complaint or protestation based on a
grievance.

Roget's IT The New Thesaurus. Third Edition.

Page 205 : Grievance : noun;see complaint,

Page 82 : Complaint: noun: An expression of
dissatisfaction or a circumstance regarded as a cause
for such expression: grievance.

Acronyms:

OB/GYN: Obstetrics and Gynecology

IV: Intervenous

cire: circumcision

LPN: Licensed Practical Nurse

RN: Registered Nurse

NA: Nursing Assistant

HUC: Health Unit Coordinator/Ward Secretary

482.22(¢c)MEDICAL STAFF BYLAWS

42 CFR 482.22(c) Medical staff bylaws

The medical staff must
adopt and enforce bylaws to carry out its
responsibilities.

This Standard is not met as evidenced by:

Based on, interviews, a review of the cares patients

A Q00
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be dictated or written in the medical record
immediately after surgery and are to include a
description of the operative findings, the technica}
procedures used, specimen/s removed and the name of
the primary surgeon along with any assistants. When
reviewed, four of seven medical records of patients
who were circumcised [(D), (F), (Y) and (8)] failed to
contain any documentation of an operative report.
Employee #18, who supervised patient care and
employee #5, who provided direct care, and
physicians #3, #49, and #36 verified the lack of
operative reports. Physician #36 verified in a 3/14/01
interview that it was the hospital's standard to
document an operative report after performing all
surgical procedures, including circumcisions.
Physician #49 verified this standard stating that he
always documented an operative report after
performing circumcision. Physician #3 indicated in a
3/20/01 interview that he does not do an operative
report when he performs a circumeision.

The medical staff bylaws, rules and regulations
indicate on page 15 of 21 that surgical procedures
may be performed only by members of the medical
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received and a review of the medical staff bylaws, the
hospital failed to ensure that the medical staff
enforced bylaws to carry out their responsibilities. The
findings include:
The medical staff bylaws, rules and regulations
indicate on page 12 of 21 that "Written/pre-printed
orders require a physician signature to be accepted.”
When reviewed, patient records (B), (A), (B), ),
(Q), (U), (V), (Y) and (F) contained pre-printed
orders for patient cares that were not signed by the
physician ordering the cares.
The medical staff bylaws, rules and regulations Y.
indicate on page 11 of 21 that operative reports are to !
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staff who have received approval of privileges for
specific procedures by the governing body of the
hospital. A Hst of the current roster of physician's with
privileges for cesarean sections and circumcisions was
requested during a tour of the OB/GYN operating
suites on 3/15/01. This list was not available on the
unit and was sent by facsimile from another hospital
on 3/15 and was immediately reviewed with employee
#44. Employee #44, a registered nurse with the
OB/GYN unit who was in-charge of the operating
suites, verified that physicians #116, #117 and #118
were not on the list. Employee #44 verified that all
three physicians had recently performed cesarean
sections and circumcisions on the OB/GYN unit.
Employee #44 reviewed a book that contained
documentation of physician privileges to perform
caesarian sections and circumcisions at the hospital
and verified the lack of documentation of approval of
such privileges for these three physicians. Employee
#44 also verified that in addition to physician's #1 16,
#117 and #1 18, physicians #105, #106, #49 and #107
all perform caesarian sections and circumcisions on
the OB/GYN unit but that these physicians approved
privileges was lacking from the book of surgical
privileges.

The medical staff bylaws, rules and regulations
mdicate at page 7 of 21 under Informed Decision
Making/Consents that "Patients shall be given by their
physicians/dentists/podiatrists, complete and current
information concerning the diagnosis, treatment,

alternatives, risks, and prognosis as is required by the )

practitioner's ethical and legal duty. The information
given shall be in terms and language the patient can
reasonably be expected to understand and shall
include the likely medical or psychoiogical results of
the treatment and ifs aliernatives." This bylaw, rule
and regulation continues to state that the physician
will document this consent in the chart. Six of seven

A 067
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A072

circumeised patients reviewed [(D), (F), (Y), QN), (V),
(8)] did not have properly executed informed consents
for the procedure. The medical records for patients
{5), (V), and (F), lacked documentation of any kind
of a consent for the circumcision, Person (R} verified
during a 3/6/01 interview, that informed consent was
not obtained for patient (S) prior to his circumeision.
Physician's notes in the medical records for patient
(D),dated 3/15/01, stated "circ dong to newborn
male.”. Documentation in a 3/15/01 note indicated that
the physician noted that he "discussed case of circ
with mom." Documentation of complete and current
information concerning the treatment, alternatives,
and risks, as required by this bylaw was lacking. The
medical record for patient (Y) indicated that a
circumcision was performed on 3/11/01. The medical
record for patient (N) indicated that z circumcision
was performed on 3/15/01. Both these records lacked
complete and current information concerning the
treatment, alternatives, and risks, as required by this
bylaw.

482 22(cYMEDICAL STAFF BYLAWS

The medical staff bylaws must include a requirement
that a physical examination and medical history be
done no more than 7 days before or 48 hours after an
admission for each patient by a doctor of medicine or
osteopathy, or, for patients admitted only for
oromaxillofacial surgery, by an oromaxillofacial
surgeon who has been granted such privileges by the
medical staff in accordance with State law.

This Element is not met as evidenced by:

Based on a review of the medical staff bylaws and
staff interview, the hospital failed to assure that the
medical staff bylaws include a requirement that a
physical examination and medical history be done no
more than 7 days before admission for each patient by
a doctor of medicine, doctor of osteopathy or for

y

A072
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Patients admitted only for oromaxillofacial surgery, by
an oremaxillofacial surgeon who has been granted

such privileges by the medical staff. The findings
mclude;

The medical staff bylaws were reviewed with
administrative staff employee #7 on 3/20/01 and
4/16/01 who verified that the medical staff bylaws
called for a history and physical to be completed
"within 30 days" before admission.

| The medical staff bylaws also state that it "is

acceptable” for a history and physical to be performed
by a physician's assistant or nurse practitioner. The
bylaws do not indicate that the admitting physician
will review and authenticate the history and physical.

482.23NURSING SERVICES

42 CFR 482.23 NURSING SERVICES CONDITION
OF PARTICIPATION
The hospital must have an organized nursing service
that provides 24-hour nursing services. The mursing
services must be furnished or supervised by a
registered nurse.

This Condition is not met as evidenced by:

Based on staff and patient interviews, a review of the
cares patients received and policies and procedures,
the hospital failed to provide adequate nursing
services to meet the needs of patients. The findings
include:

1} The hospital failed to assure that the nursing
service on One and Two West had adequate numbers
of personnel to provide nursing care to meet the
needs of restrained patients. See documentation at
A077,

2) Hospital staff failed to assure that a registered nurse

A 072
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supervise and evaluate nursing care. See
documentation at A0§3,

3) Hospital nursing staff failed to ensure that nursing
care plans were developed and kept current. See
documentation at A084.

4) Hospital staff failed to administer Heparin to
patient (W) in accordance with the orders of the
practitioner. See documentation at AQ87.

The Condition of Participation for Nursing Services
at42 CFR 482.23 is not met. The cumulative effect of
the hospital's staff practices resulted in the hospital's
inability to ensure the provision of quality health care |-
in a safe environment, and promote statutorlly E
mandated patient care.

482.23(b)STAFFING AND DELIVERY OF CARE A 077
42 CFR 482.23(b) Staffing and delivery of care

The nursing service
must have adequate mumbers of licensed registered
nurses, licensed practical (vocational) nurses, and
other personne] to provide nursing care to all patients
as needed. There must be supervisory and staff
personnel for each department or nursing unit to
ensure, when needed, the immediate availability of a
registered nurse for bedside care of any patient.

This Standard is not met as evidenced by:

Based on interviews and a review of the cares
teceived by three restrained patients [(H), (W) and
(T)] the hospital failed to assure that the nursing
service on One and Two West had adequate numbers
of nursing personnel to provide nursing care to meet
the needs of three of three restrained patients [(H),
(W) and (T}]. The findings include:

Patient cares reviewed in the medical record for
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patients {H), (W)} and (T) indicated that all three
patients were restrained during their hospitalization.
Patient (H's) nursing notes dated 3/18/01 and tirmed
10:30 p.m. indicated that she was restrained with a
waist Posey because she was attempting to get out of
bed and was telling staff "I need to go home."

Patient (W's) nursing notes reflected that she was
found walking in the hallway after removing her
intravenous (IV) access and telemetry leads.
Documentation in nurses notes dated 1/11/01, and
interview with employee #45 {a nurse] on 3/20/01,
verified that this patient was “escorted back” to her
room and placed in a waist Posey with wrist restraints.
Interviews with direct care nurses, employees #45,
#20 and #13, on 3/20/01, verified that this patient also
received 0.5 milligrams of Ativan intravenously at
7:20 p.m. and 5:30 a.m.

Interview with emplovee #27, a direct care nurse, and
patient (T's) musing notes indicated that on 11/20/00
she fell out of bed, was returned to bed and restrained
with a waist Posey and four side rails. Employee #4, a
direct care nurse, was interviewed on 3/21/01, and
verified that on 12/1/00 at 7:00 a.m. patient (T)
removed her waist Posey, stood up by her bed and was
returned her to bed by employee #4, who reapplied the
Posey restraint and gave her Haldol. Employee #4
verified that the next night [ 12/2/00] she found
patient (T) in the bathroom where the patient had
utilized the toilet to void and have a bowel movement.
Employee #4 stated that the patient had removed her
Posey restraint and walked to the bathroom by herself
with staff's assistance. Employee #4 verified that
patient {T) did not fall or hurt herself when she went
to the bathroom by herself. Employee#4 stated that
she returned the patient to her bed and reapplied the
Posey. Employee #4 stated that when she returned
patient (T) to bed, patient (T) became upset and she

AOT?
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A
—

administered two milligrams of Haldo). Employee #4
stated that she restrained patient (T) because it wag
“convenient."

Employee #13, an RN, stated during a 3/20/01
interview that due to staffing issues it is not possible
todo 1:1 observations of Patients indicating that staff
have to restraint patients, Employee #13 stated that
staff will have to take a NA away from his/her duties
in order to sit and monitor 3 patient, Employee #13
stated that she has asked family members to stay and
assist with nursing cares such as feeding because the
NAs who are responsible for feeding patients were
generally "too busy" tosit with patients or feed them.
Employee #13 stated that on 1/1 1/01, patient (W)
received Ativan to "keep her in bed."

Employees #45, #47, #34, and #17, nurses providing
direct cares, when interviewed between 3/20 and
3/21/01 echoed the same concerns with regards to the
availability of staff 1o do observations on patients
requiring 1:1. All four employees stated that they have
had to ask family members to stay and feed their
family members who were patients when the unit was
“really busy" and that once in a while they do run
short of staff even though the hospital utilizes outside
AZENCY TIISES,

Persons #21 and #43 verified that staff had asked
them to stay and feed their family member, patient
(W) because they were short of help. Person #21
stated in a 3/23/01 interview that when visiting patient
(W), she had to help a nursing assistant get patient
(W) onto the toilet, stay and monitor patient (W) while
patient (W) was on the toilet and then waited for five
to ten minutes for the nursing assistant to return to
help her get patient (W) back to bed. Person #21

stated that she had to assist with holding patient (W)
up when patient (W) had an accidental bowei

_ OMB NO, 0938-039]
STATEMENTOFDEFICIENCIES (X 1) PROVIDER/SUFPLIERICLIA (X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: A, BUILDING COMPLETED
C
B. WING
{:\_ 24-0132 3/26/01
E OF PROVIDER OR SUPFPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
UNITY HOSPITAL 550 OSBORNE ROAD
FRIDLEY, MN 55432
X4 ID SUMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORRECTION (X5)
PREFIX (BACH DEFICIENCY MUST BE PRECEEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE COMPLETE
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE ATE
DEFIGIENCY)
A 077 A 077
L]

JRM HCFA-2567(09-92)

C

\I
4

ATGO2119%

7LKF11 If continuation sheet 13 of 69

600020



DEPARTMENT OF HEALTH AND HUMAN SERVICES
HEALTH CARE FINANCING ADMINISTRATION

Printed: 04/25/2001
FORM APPROVED
OMB NQ. 0938-0391

STATEMENT OF DEFICIENCIES
AND PLAN OF CORRECTION

(1) PROVIDER/SUPPLIER/CLIA
IDENTIFICATION NUMBER:

24-0132

{X2) MULTIPLE CONSTRUCTION
A. BUILDING

B. WING

(X3) DATE SURVEY
COMPLETED
C

3/26/01

N
|

‘rgm’a OF PROVIDER OR SUPPLIER

UNITY HOSPITAL

STREET ADDRESS, CITY, STATE, ZIP CODE
550 OSBORNE ROAD
FRIDLEY, MN 55432

X4 1D
PREFIX
TAG

SUMMARY STATEMENT OF DEFICIENCIES
(EACH DEFICIENCY MUST BE PRECEEDED BY FULL -
REGULATORY OR LSC IDENTIFY ING INFORMATION)

PREFIX

15 PROVIDER'S PLAN OF CORRECTION
(EACH CORRECTIVE ACTICN SHOULD BE
TAG CROSS-REFERENCED TO THE APPROFRIATE
DEFIQENCY)

(X5}
COMPLETE
DATE

A0T7T

A 083

" | movement on the floor while the nursing assistant left

the room fo get supplies and then assisted the nursing
assistant in walking patient (W) back to bed.

482.23(b)STAFFING AND DELIVERY OF CARE
A registered nurse must supervise and evaluate the
nursing care for each patient,

This Element is not met as evidenced by:

Based on interviews and a review of patient care
records, hospital staff failed to assure that a registered
nurse supervise and evaluate the nursing care for ten
of ten patients [(W), (H), (T}, (D), (N}, (V), (¥), (B),
(F) and (8)] reviewed for supervision and evalvation

of nursing care by a registered nurse. The findings
include:

Interview with employees #14, a registered nurse, on
3/19/01 verified that she had not evaluated the nursing
care patient (W) received. Employee #14 verified that
she did not accurately assess and complete a patient
transfer form for patient (W) on 1/15/01 when patient
(W) was transferred to a nursing home. Employee #14
verified during this interview that she did not
document on the transfer form that patient (W) had
been placed in restraints and had received Ativan,
Employee #14 verified that although she had
discontinued patient (W's) foley catheter shortly
before patient (W) was discharged to a nursing home,
she had not evaluated this patient's elimination needs
or skin condition after discontinuation of the foley
catheter and prior to patient (W's} discharge.
Employee #14 verified that she failed to reflect on the
transfer form that the patient's foley catheter had been
discontinued shortly before patient (W's} discharge.
Nursing home records reflect that upon arrival to the
nursing home, patient (W) had two one centimeter
bruises on her right wrist and three and a half by two
centimeter "red raw areas on buitocks around rectal

A Q77

A 083
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area" with dried feces.

Employee #14 also verified that the "Patient Transfer
Form" dated 1/15/01 and signed by her as "complete”
had incomplete assessiment information, This form
had arcas for communication assessment, advance
directives, nutrition and pain which were left blank.
Employee #14 verified that patient (W) had been
refusing her medications including her 1/15/01, 8:00
a.m. blood pressure medication. Employee #14
verified that she did not indicate this on the patient
transfer form. Nursing home admission nurses notes,
dated 1/15/01 and timed 4.40 p.m., indicated that on
admission to the nursing home, patient (W's) blood
pressure was found to be 148/120.

Employee #14 verified that she had documented on
patient (W's) "Patient Transfer Form" that the
patient's weight was 42.9 kg | 94,38 pounds} on
1/15/01. Employee #14 verified that patient (W's)
weight had not been evaluated on 1/15/01 but that
she bad utilized the patient's weight from 1/11/01 and
documented it as 1/15/01,

Patient (W) was to receive Heparin continuously in
accordance with a 1/10/01 physician's order. Patient
(W) was found walking in the hallway on One West
without her IV access and Heparin drip on 1/11/01.
Employee #13, a registered nurse, when interviewed
on 3/20/01, verified that she was not aware how long
patient (W) was without her IV or Heparin drip and
did not document in the medication administration
record or the Heparin flow sheet that patient (W) took
out her IV access and had not been receiving the
heparin as ordered. Employee #13 read over her
documentation for the heparin and verified that her
documentation reflected that the patient continued to
receive the physician ordered IV heparin even though
the patient did not have an IV access.
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Interviews with employees #45, #20, #17, and #13,
direct care nurses, verified that patient (W) received
0.5 milligrams of Ativan Intravenously at 7:20 p.m,
Employee #13 when interviewed on 3/20/01 verified
that she gave patient (W) Ativan at 7:20 p.m. and
stated that she did not assess thig patient before or
after she gave her the Ativan, Employee #13 stated
that she was not know why she gave this patient the
Ativan other than "someone" must have asked her to
give this patient the Ativan to "keep her in bed."

Patient (H} was admitted to the hospital on 3/18/01
after an episode of syncope and was scheduled for a
pacemaker placement on 3/22/01. Patient (Hs)
medical record reflected that she was restrained with a
waist Posey and four side rails because she had
attempted 1o get out of bed twice and had removed her
foley catheter, A nursing evaluation of this patients
needs prior to the initiation of physical restraints was
lacking. A nursing note, dated 3/19/01 and timed 6:00
a.m., indicated that patient (H) "slept all night" with
no further attempts to get out of bed unassisted. This
note indicated that patient (H) continued to be
restrained even though she was sleeping. Evaluation
of patient (H's) need for the restraint while asleep was
lacking. Nurses notes, dated 3/20/01 at 8:00 p.m,
indicated that patient (H) was placed in a chair until
7:30 p.m. (the documentation does not indicate when
she was first placed in the chair) with a waist Posey.
Assessment and evaluation of this patient's need for a
restraint while in the chair was lacking,

Patient (T)'s stay at the hospital from 11/28/00 to
12/02/00 was reviewed. This patient was admitted
with Congestive heart Failure, intubated in the
emergency room and transported to the intensive care
unit for treatment and stabilization, Physician's orders,
dated 11/28/00 at 11:48 p-m., called for bilateraf soft
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Wwrist restraints, Nurses notes, dated 11/28/00, in a
nursing admission flow sheet documents under
activity, "restraint up to 24 hrs." Documentation in
nursing notes did not indicate that patient (T) was
attempting to pull out any of the medical devices.
Assessments to indicate a need for the restraint was
also lacking. Documentation in the nurses notes, dated
11/25/00 and timed 2:06 p-m,, indicated that the
patient became agitated and told staff that someone
had stolen money from her purse. Documentation
indicated that the patient was restrained with bilateral
wrist restraints and given | milligram Ativan.
Documentation at 3:39 p.m, indicated that "Pt, DC
[patient discontinued] both IV's while trashing
around” and that the patient's IV was restarted and
another milligram of Ativan administered after which
the patient fell asleep. Documentation to reflect that
nursing staff assessed and reevaluated the safety needs
of this patient with regards to her IV was lacking,
Documentation at 6:49 p.m., on 11/29/00, indicated
that patient (T) continued to be asleep and was "too
sleepy to eat dinmer." The documentation indicated
that patient (T} continued to be restrained, An
assessment and evaluation of the need for the restraint
while patient (T) was asleep is lacking,
Documentation at 10:00 p.m. indicated that this
patient was confused but cooperative and her wrist
restraints were "loosened-not tied to bed."

The documentation reflected that patient (T) was
transferred from the intensive care unit to Two West
at 12:47 p.m. on 11/30/00, An un-timed note dated
11/20/00 and interview with employee #27, a nurse,
on 11.30/00, verified that on 11/20/00, patient (T) fell
out of bed and was returned to bed and Testrained with
a waist Posey and four side rails, Employee #27,
verified that patient (T) was not continually assessed
and reevaluation while being restrained. Employee
#31, a registered nurse, verified in 2 3/21/0]
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mierview that she did take care of the patient on the
cvening shift after her fall on 11/30/00. Employee #31
verified that the patient had the waist Posey on
because she fell. Employee #31 reviewed the medical
record and verified that assessments and reevaluation
of the patient while she was in restraints were not
done,

Employee #4, a registered nurse, was interviewed on
3/21/01 and verified that she worked with patient (T)
during the night shift on 11/30 to 12/1 and from 12/1/
to 12/2/00. Employee #4 stated that she recalled that
patient (T) had a waist Posey on and was anxious
about her foley catheter and kept stating that she felt
like she needed to urinate. Employee #4 stated that she
. did not know why this patient required a foley catheter
C \) other than having been in the intensive care unit,

- where foley catheter's are placed in patients routinely,
Employee #4 verified that she did not assess this
patient ‘s need for the foley catheter or consult the
physician. Employee #4 verified her documentation of
12/1/00 at 7:00 a.m. and stated that the patient
removed the waist Posey and stood up by her bed
once during the night. Employee #4 stated that she
reapplied the Posey restraint and gave the patient
Haldol. Bmployee #4 verified that this patient's needs
were not reevaluated stating that she was concemed
that this patient may fall, Employee #4 stated that the
next night [ 12/2/00) when she came on duty, the
patient was asleep and had a waist restraint on.
Employee #4 verified that she did not reevaluate the
need for the restraint. Employee #4 verified her
documentation of 12/2/00 at 7:30 a.m. and stated
during the 3/21/01 interview that she found the patient
in the bathroom {the patient's foley had been
discontinued on 12/1/00 at about 11:20 a.m.] where
the patient had voided and had a bowel movement.
Employee #4 verified that the patient had removed her
Posey and transferred herself to the bathroom without

IRM HCFA-2567(09-92) ATGO20199 7LKFI11 I continuation sheet 18 of 69

O | 600025




DEPARTMENT OF BEALTH AND HUMAN SERVICES

Printed; 04/25/2001

FORM APPROVED
HEALTH CARE FINANCING ADMINISTRATION OMB NO. 0938-0391
| STATEMENT OF DEFICIENCIES (X1) PROVIDER/SUPPLIER/CLIA (X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
‘ AND PLANOF CORRECTION IDENTIFICATION NUMBER: A. BUILDING COMPLETED
C
. ] B. WING
-( . 24-0132 3/26/01
! _AE OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
" UNITY HOSPITAL 550 OSBORNE ROAD
FRIDLEY, MN 55432
X4) 1D SUMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORRECTION (X5)
PREFIX (EACH DEFIOENCY MUST BE PRECEEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE Cogf%EBTE
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE
DEFICIENCY)
A 083 A 083

()

A 084

incident. Employee#4 stated that she teturned the
patient to her bed and reapplied the Posey. Employee
#4 stated that when she did so the patient became
upset and she administered two mlligrams of Haldol.
Employee #4 verified that she did not continually
meonitor this patient while she had this Ppatient
restrained nor did she reevaluate this patient prior to
restraining her stating that it was "more convenient" to
restraint the patient.

Medical records for patients (D), (N}, (V), (), (B),
(F), and (S) indicate that each of these patients had a
maie newborn circumcision performed on them within
a day or two of birth. When reviewed, the medical
records for all seven patients lacked documentation of
an evaluation by a registered nurse of the patient's
needs during and after the circumcision.

482.23(b)STAFFING AND DELIVERY OF CARE
The hospital must ensure that the nursing staff
develops, and keeps current, a nursing care plan for
each patient.

This Elernent- is not met as evidenced by:

Based on a review of care plans and interviews,
hospital nursing staff failed to ensure that musing care
plans [called clinical pathways by the hospital] were
developed and kept current for 11 of 14 patients [(H),
(W), (T), (A), (E), (B), (F), (D), (N), (V) and (¥)}.

Patient (H) was admitted to the hospital on 3/18/01
after an episode of syncope. Patient (H's) cares when
reviewed indicated that she was placed in a waist
restraint and had four side rails up on her because she
had attempted to get out of bed and had removed her
foley catheter on 3/18/01. Patient (H's) plan of care
documented in the area of "staff alert," a date of 3/20
and "24 [hour] soft restraints.” The plan of care, when
reviewed, documented "soft restraints” under

A 084
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"activity" for the dates of 3718, 3/19, 3/20 and
3/21/01. The plan of care did not indicate what
interventions were to be tried for the patient prior to
the use of restraints, the type of restraint used [for
example wrist, waist, ete.], and location of restraint
use [for example in bed or chair] and what
interventions staff were to take while the patient was
being restrained.

Patient (W's) stay at the hospital from 1/10/01 to
1/15/01 was reviewed and this patient was noted to
have a care plan dated 1/1 1, 1/12 and 1/13 which
indicated in an area called "staff ajert" a 1/12 notation
that this patient had "waist restraint x 24 [hours)."
Nursing notes indicated that patient (W) wag
restrained with a waist and/or wrist Testraint on 1/12,
1/13, and 1/14 and with four side rails on 1/15/01 at
1:00 a.m. When reviewed, the care plan did not reflect
any interventions that staff were to take prior to the
institution of restraints or while the restraints were
being utilized. Interviews with direct care nurses,
employees #45, #20, #17, and #13 on 3/20/01,
verified this finding,

Patient (T's) stay at the hospital from 11/28/00 to
12/02/00 was reviewed. Patient (T's) medical record
was noted to have a plan of care dated from 11/28 to
11/30/00. Documented in the plan of care under "Staff
Alert" was a date of 12/1 with the words "restraints up
to 24 [hours]." Nurses notes from 11/29/00 to 12/2/00
indicated that this patient was physically restrained
with a waist Posey and four side rails as well as given
Ativan. The plan of care under "Activity" states
“restraints up to 24 hrs [hours]." Direct care nurses,
employees #4, #9, #25, and #32, when interviewed
on 3/20/01, reviewed the medical record and verified
that the plan of care did not reflect interventions that
staff were to take prior to the institution of restraints
or while the restraints were being utilized.

FORM APPROVED
HEALTH CARE FINANCING ADMINISTRATION QOME NO. 0938-039]
STATEMENTOFDEFICIENCIES  {(X1) PROVIDER/SUPPLIERICLIA (X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY

AND PLAN OF CORRECTION IDENTIFICATION NUMBER A. BUILDING COMPLETED

' C
24-0132 B WING 3/26/01
3 OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE

UNITY HOSPITAL 350 OSBORNE ROAD

FRIDLEY, MN 55432
X4 ID _ SUMMARY STATEMENT OF DEFICIEN CIES D PROVIDER'S PLAN OF CORRECTION (X3)
PREFIX (EACH DEFICIENCY MUST BE PRECEEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE COMPLETE
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE :
DEFICIENCY)
A 084 A 084

'RM HCFA-2567(09-92)

@

ATGO2119%

TLKFEL1 If continualion sheet 20 of 69

600027




Printed:  04/25/2001
DEPARTMENT OF HEALTH AND HUMAN SERVICES

O

| The medical record reflected that patient (B} was born

FORM APPROVED
HEALTH CARE FINANCING ADMINISTRATION OMB NO. 0938-0391
STATEMENT OF DEFICIENCIES (X1) PROVIDER/SUPPLIER/CLIA (X2) MULTIPLE CONSTRUCTION (¥3) DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: A. BUILDING COMPLETED
C
24-0132 B. WING 3/26/01
i( ,.115 OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE _
UNITY HOSPITAL 550 OSBORNE ROAD
FRIDLEY, MN 55432
(X4}ID SUMMARY STATEMENT OF DEFICIENGIES D PROVIDER'S PLAN OF CORRECTION (X5)
PREFIX (BACH DEFIGENCY MUST BE PRECEEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE COMPLETE
TAG REGULATCRY OR LSC IDENTIFY ING INFORMATION) TAG CROSS-REFERENCED TOTHE APFPROPRIATE
. DEFICIENCY)
A 084 A 084

on 1/22/00 and had a circumcision on 1/23/00.
Nursing notes dated 1/24/00 indicate that patient (B)
was also "sl. [slightly] jaundiced.” When reviewed,
the Collaborative Problems/Focus Areas indicate that
staff were to "Add additional Ares To Individualize.”
This area did not address patient (B's) needs with
regards to the circumcision or the “sl. jaundiced"
appearance.

The medical record for patient (F) reflected that he
was born on 1/4/00 and had a circumeision on 1/7/00.
Nursing notes dated 1/6/00 indicated that patient (F) '

had skin that was "very slight jaundiced.” Nurses i S
notes, dated 1/7/00, indicated that patient (F's)
jaundiced appearance had progressed to "jaundiced )
noted fo face + [and] upper trunk." When reviewed, .

the Collaborative Problems/Focus Areas indicated that
staff were to "Add additionai Ares To Individuajize."
This area did not address patient (F's) needs with
regards to the circumcision or the increase in his
"jaundiced" appearance.

The medical record reflected that patient (D) was born
on 3/14/01 and had a circumeision on 3/ 15/01. When
reviewed on 3/15/01, the Newborn Pathway was
observed to be blank.

The medical record reflects that patient (N) was born
on 3/14/01 and had a circumeision on 3/1 5/01. When
reviewed, the Newborn Pathway did not address
patient (N's} needs with regards to the circumcision.

The medical record reflects that patient (V) was born
on 1/19/00 and had a circumeision on 1/20/00. The
clinical pathway for newborns when reviewed was
observed to be blank,
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The medical record reflects that patient ('Y) was born
on 3/10/01 and had a circumcision on 3/1 1/01. When
1eviewed, the Newborn Pathway did not address
patient (N's) needs with regards to the circwmcision
and discharge.

Patient (A's) hospital record reflected that she was
admitted on 1/22/00 for a "term Vaginal Delivery."
The medical record contained a "Term Vaginal
Delivery" pathway that was not dated but reflected a
"Post Delivery Trending Data" time of 10:50 a.m,
This pathway's "Collaborative Problems/Focus
Areas," "Outcomes” and dates the outcomes were met
was left blank,

Patient (E) was admitted on 1/4/00 and had a cesarean
section performed. This patient's Cesarean Section
pathway when reviewed was observed to be blank for
‘Day of Surgery." The pathway was also noted to
have two areas circled for teaching needs for "First PO
fpost operative] Day" and "Second, Third PO Day."
There is no date as to when these initiatives were
started. Data on the planned outcome and whether
this outcome was initiated wag lacking,

482.23(c)PREPARATION & ADMINISTRATION A 087
OF DRUGS

42 CFR 482.23(c) Preparation and administration of
drugs Drgs and
biologicals must be prepared and administered in
accordance with Federal and State laws, the orders of
the practitioner or practitioners responsible for the
patient's care as specified under Section 483.12(c),
and accepted standards of practice. -

This Standard is not met as evidenced by:

Based on staff interviews and a review of the
physician orders for one of one patient receiving
heparin [patient (W), hospital staff failed to
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administer Heparin to patient (W) in accordance with
the orders of the practitioner. The findings include:

Patient (W) had a 1/10/01 physician's order for
“Heparin per protocol." This physician signed
protocol for Heparin called for Heparin to be infused
continuously at a rate of 15 units/kilogram/hour, a rate

that is adjusted to meet the coagulopathy needs of the
patient,

Employee #45, a LPN, when interviewed on 3/20/01,
verified that on 1/11/01, patient {W) had taken out her
1V access to which the Heparin drip was attached and
was found walking in the hallway on the unit.
Employee #45 verified that although he documented
this incident in the nurses notes at 7:20 p.m. on
1/11/01, he was not sure when the patient took out her
IV or how long she was without her IV access and
Heparin infusion. Employee #45 stated that
employee #13, an RN, was responsible for patient
(W's) IV access and Heparin drip.

Employee #13, a registered nurse, when interviewed
on 3/20/01, verified that she did not docurment in the
medication administration record or the Heparin flow
sheet that patient (W) took out her IV access and was
nof receiving the Heparin as ordered, Employee #13
read over her documentation for the Heparin and
verified that her documentation reflected that the
patient continued to receive the physician ordered
Heparin even though the patient did not have an [V
access.

482.24(c)CONTENT OF RECORD

All entries must be legible and complete, and must be
authenticated and dated promptly by the person
(identified by name and discipline) who is responsible
for ordering, providing, or evaluating the service

A 087

A 102
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furnished.

This Element is not met as evidenced by:

Based on record review and a review of medical staff
bylaws, rules, and regulations, the hospital failed to
assure that all entries in the medical record are
authenticated and dated promptly with the identity and
discipline of the person who is responsible for
ordering the service furnished for nine of ten patient's
reviewed [(B), (A), (E), (N), (Q), (U), (V}, (Y) and
{F)] for authentication of physician's orders, The
findings include:

The medical staff bylaws, rules and regulations
indicate on page 12 of 21 that "Written/pre-printed
orders require a physician signature to be accepted,"

The medical record reflects that patient (B) was born
on 1/22/00 and had & circumcision on 1/23/00.

The medical record contained pre-printed orders for
Newborn cares that were not signed by the physician -
ordering the cares. These two pages of preprinted
orders were noted as transcribed by the health unit
coordinator [ward secretary] on 1/22/00 at 1:00 p.m.

Patient (A's} hospital record reflects that she was
admitted on 1/22/00 for a "term Vaginal Delivery."
The medical record contained a page of pre-printed
physician's orders for "Admission - Posipartum"” care
that was signed off as transcribed by the health unit
coordinator on 1/22/00 at 1:15 p.m. These orders
lacked the signature of the praciitioner responsible for
ordering the care. This patient's record also contained
a three page pre-printed orders from Midwest
Anesthesiologist for cares during labor which was not
signed by the practitioner responsible for ordering the
cares. This record also contains two separate
pre-printed pages of physician's orders entitled
"Admission-Postpartum" and "Labor Admission" that
were both unsigned by the practitioner ordering the
cares,

Patient (E) was admitted on 1/4/00 and had a cesarean
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section performed. This patient's medical record
contained preprinted post operative physician orders,
pre-printed oxytocin induction orders, pre-printed
labor and delivery admission orders and pre-printed
pre-operative surgery orders that were not signed by
the ordering practitioner,

The medical record reflects that patient (N) was born
on 3/14/01 and had a circumcision on 3/15/01. When
reviewed on 3/15/01; the pre-printed Newborn Orders
were noted to have been transcribed by the health unit
coordinator on 3/14/01 but was not signed by the
practitioner ordering the newbom cares,

The medical record reflects that patient {Q) was bom
on 3/11/01, When reviewed on 3/15/01, the
pre-printed Newborn Orders were noted to have been |
trauscribed by the health unit coordinator on 3/11/01
but was not signed by the practitioner ordering the
newborm cares.

Patient (U) was admitted on 1/19/00 and delivered a
baby boy on the same date, This patient's medical
record contained preprinted postpartum
matemal-infant care orders, three pages of pre-printed
epidural Bupivacaine orders, and a labor and delivery
admission order sheet that were not signed by the
ordering practitioner.

The medical record reflects that patient (V) was born
on 1/19/00. The medical record when reviewed
contained pre-printed Newborn Orders that were
noted to have been transcribed by the health unit
coordinator on 1/19/00 but had not been signed by the
practitioner ordering the newborn cares.

The medical record reflects that patient (Y) was born
on 3/10/01 and had a circumeision on 3/11/01. The
medical record when reviewed contained pre-printed
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Newborn Orders that were noted to have been
transcribed by the health unit coordinator on 3/10/01
but had not been signed by the practitioner ordering
the newborn cares.
The medical record reflects that patient (F) was born
on 1/4/00. The medical record when reviewed
confained pre-printed Newborn Orders that were
noted to have been transcribed by the health unit
coordinator on 1/4/00 but had not been signed by the
practitioner ordering the newborn cares.
A 250 482.51SURGICAL SERVICES A 250

O

42 CFR 482.51 SURGICAL SERVICES
CONDITION OF PARTICIPATION

If the hospital provides
surgical services, the services must be well organized
and provided in accordance with acceptable standards
of practice. If outpatient surgical services are offered
the services must be consistent in quality with -
inpatient care in accordance with the complexity of
services offered.

This Condition is not met as evidenced by:

CONDITION NOT MET,

Based on a review of medical staff bylaws, mules and

regulations, hospital policies and procedures, staff and

patient interviews, and a review of the cares patients
received, the hospital failed to assure the provision of
surgical services that were well organized and
provided in accordance with acceptable standards of
practice. The findings include:

1) The hospital failed to assure that when nursing
assistants assist physicians as scrub nurses or surgical
technicians, they perform these duties under the

supervision of a registered nurse. See documentation
at A253,
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2) The hospital failed to assure that the surgical
services maintain a current roster of practitioners
specifying the surgical privileges of each practitioner.
See documentation at A2535,

3) Hospital staff failed to assure the presence of
properly executed informed consent forms for surgical
procedures. See documentation at A258.

4) The hospital failed to ensure that a complete and up
to date operating room register was maintained. See
documentation at A261.

5) Hospital staff failed to assure that an operative
report describing techniques, findings, and tissues
removed or altered was written or dictated
immediately following surgery and signed by the
surgeon. See docummentation at A262.

The Condition of Participation for Surgical Services at
42 CFR 482.51 is not met. The cumulative effect of
the hospital’s staff practices resulted in the hospital's
mability to ensure the provision of quality health care
in a safe environment, and promote statutorily
mandated patient care.

482.51(a)ORGANIZATION AND STAFFING
Licensed practical nurses (LPNs) and surgical
technologists (operating room technicians) may serve
as "scrub nurses” under the supervision of a registered
nurse. :

This Element is not met as evidenced by:

Based on record review and interviews, the hospital
failed to assure that when surgical procedures are
performed by physicians with nursing assistants
performing the role of surgical technologists or scrub
nurses during circumcisions, nursing assistants

A 250

A 253
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perform these duties under the supervision of a
registered nurse. The findings inchude:
Medical records for patients (D), (N}, (V}, (Y), (B),
(F), and (S) indicate that each of these patients had a /
male newborn circumcision performed on them within
a day or two of birth. When interviewed, employee
#18, a supervisor for the newborn unit, and employees
#29 and #37, nursing assistants who assist with
circumeisions, verified that circumcisions were done
in the circumcision room by a physician who is
assisted by a nursing assistant performing duties as a
"scrub nurse"without the presence of a registered
nurse to supervise the role of the nursing assistants.
" 255 482.51(a)ORGANIZATION AND STAFFING A 235
"

Surgical privileges must be delineated for all
practitioners performing surgery in accordance with
the competencies of each practitioner. The surgical
service must maintain a roster of practitioners
specifying the surgical privileges of each practitioner,
This Element is not met as evidenced by:

Based on interviews, a review of a list of physician's
with surgical privileges, and a review of a book
which contained the surgical privileges of physicians
who perform surgery at the hospital, the hospital
failed to assure that a current roster of practitioners
specifying the surgical privileges of each practitioner
was maintained. The findings include:

Interviews with nurses who coordinate the surgical
suites, employees #44, #18 and # 26, on 3/15/01
verified that a book containing the surgical privileges
of practitioners is maintained in the main operating
room area and on Four West, where additional

operating room suites for circumcisions and cesarean
sections were,
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A list of the current roster of physician's with
privileges for cesarean sections and circumcisions was
requested during a tour of the OB/GYN operating
suites on 3/15/01. This list was not available on the
unit and was sent by facsimile from another hospital
on 3/15 and was immediately reviewed with employee
#44. Employee #44, a registered nurse with the
OB/GYN unit who was in-charge of the Four West
operating suites, verified that physicians #1 16, #117
and #118, all of whom perform cesarean sections and
circumcisions were not on the list. Employee #44
verified that all three physicians had recently
performed cesarean sections and circumcisions on the
OB/GYN unit. Employee #44 reviewed the book that
contained documentation of physician privileges to
P perform cesarean sections and circumcisions at the

{ \ hospital and verified the lack of documentation of
approval of such privileges for these three Physicians.
Employee #44 also verified that in addition to
physician's #1 16, #117 and #1 18, physicians #105,
#106, #49 and #107 all perform cesarean sections and
circumcisions on the OB/GYN unit but that these
physician's approved privileges was lacking in the
book of surgical privileges.

When reviewed with employee #44 and employee #26
on 3/15/01, the surgical privileges book both in the
main operating suites and on the Obstetrics and
Gynecology unit coptained privileges for sixteen v
physician's [#108,¢3, #109, #121, #111, #121, #112,
#113,#114, #115, #119, 4120, #123, #126, #125,
and #1241} who were not on the list of physicians with
| #pproved privileges. Employee #44 stated that some
of these physicians's had been retired for over ten
years.

A 258, 482.51(b)DELIVERY OF SERVICE A 258
A properly executed informed consent form for the
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operation must be in the patient's chart before surgery,
except in emergencies.

This Element is not met as evidenced by:

Based on a review of the cares received by seven
patients who were circumcised [(B), (D), (F), (N), (W),
(Y) and (S)], physician bylaws, rules and regulations
on informed consents, a review of patient care Policies
and Procedures, and interviews, hospital staff failed to
assure that six of seven circumcised patients reviewed
(D), (E), (Y), (N), (V), (8)] had properly executed
informed consent forms for the procedure. The -
finding include:

The medical staff bylaws, rules and regulations
indicate at page 7 of 21 under Informed Decision
Making/Consents that "Patients shall be given by their
physicians/dentists/podiatrists, complete and current
information concerning the diagnosis, treatment,
alternatives, risks, and prognosis as is required by the
practitioner's ethical and legal duty. The information
given shall be in terms and language the patient can
reasonably be expected to understand and shall
include the likely medical or psychological results of
the treatment and its alternatives." This bylaw, rule
and regulation continues to state that the physician
will document this consent in the chart.

The patient care Policies and Procedures, dated 3/99,
on informed decision making, indicate that, "A,
verification of Informed Consent form, indicating the
surgical, invasive, or endoscopic pracedure is to be
completed by hospital staff or the physician and
reviewed with the patient or Iegal representative prior
fo the procedure.” The policy states at iter II[. C. that
“Informed decision making and consent is required for
all medical procedures and treatments with more than
slight risk or that may change the patient's body
structure.” The policy goes on to provide contradicting
information by stating at IV. C that an informed
consent is not required for a newbom circumcision.

The medical record for patients (D}, (F), (Y),(N), (V),
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and (S) were reviewed and indicated that all six
patients had a male circumcision performed .
approximately twenty-four hours after birth. When
reviewed, the medical records for patient's (8), (V),
and (F), lacked documentation of a consent form for
the circumcision. Person (R) verified during a 3/6/01
interview that informed consent was not obtained for
patient (S) prior to his circumcision,

Fhysician's notes in the medical record for patient (D),
dated 3/15/01, stated "circ done to newborn male."
When reviewed, the medical record lacked an
informed consent form. Documentation in a 3/15/01
note indicated that the physician noted that he
“discussed case of circ with mom." There is no time in
the note to reflect whether this discussion took place
before or after the circumcision. Documentation of
information concerning the diagnosis, freatment,
alternatives, risks, and prognosis and the likely
medical or psychological results of the circumcision
and its alternatives was lacking,

The medical record for patient (Y) indicated that a
circumcision was performed on 3/11/01. When
reviewed, the informed consent form for patient (YY)
lacked documentation of the time the consent was
obtained, witnesses to the consent and the name of the
practitioner who was to perform the procedure.

The medical record for patient (N) indicated that a
circumcision was performed on 3/15/01. When
reviewed, the informed consent form for patient (N)
lacked documentation of the time the consent was
obtained, witnesses to the consent and the name of
practitioner who was to be performing the procedure.

Direct care nurses, employees #48, #33, #23, and #18,
health unit coordinator employee #8, supervising
nurse #5 and physicians #49, #36 and #3 when
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interviewed from 3/14 to 3/21/01 verified the lack of
informed consent for circumcisions, Interview with
physician #3 indicated that the hospital had changed
the informed consent form requirements within the
last year and had dispensed with the informed consent
form for circumcisions. Physician #36 verified in a
3/14/01 interview, that the hospital had not required
physicians doing circumcisions to utilize the informed
consent form. Physician #49 stated in a 3/20/01
interview, that he continues to ntilize the informed
consent form and that the nursing staff usually places
the informed consent form on the chart, Employee #8,
a HUC, verified that blank consent forms are
automatically placed on the charts of all male babies
but that some physicians do not utilize them.

“~x261| 482.5 1(B)DELIVERY OF SERVICE

The operating room register must be complete and
up-to-date,

‘This Element is not met as evidenced by:

Based on a review of the operating room log for the
main operating room, the cbstetrics operating room,
and the newbom circurncision operating room, the
hospital failed to ensure that a complete and up to date

Operating room register was maintained. The findings
include:

Employees #18, #44 and #26, nurses who work with
the operating suites, verified during a 3/15/01 tour of
the operating areas [iciuding the operating areas in
the obstetrics and newborn unit] that newborn
circumcisions were performed in a special
circumcision room. Al three employees stated that
this surgical procedure was not documented in the
operating log nor was a Scparate operating room log
maintained to reflect newborn circumncisions,

Employee #6, a nurse who is in-charge of the

A 258

A 261
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operating log data, and employee #26 produced a
requested copies of the main operating room logs for
the dates of 1/21/00 and 3/12, 3/13 and 3/14/01 during
a tour of the main operating room on 3/15/01 and
verified that it contained all the required criteria to
meet the intent of this regulation. However, when
reviewed, the operating log from 1/21/00, 3/12/01 and
3/13/01 lacked the patient identification number,
whether the surgeon had any assistants and the name/s
of such, the names of the circulating and scrub nurses,
and the name of the person administering the
anesthesia. Employees #26 and #6 verified that in
addition to the above, the log for 3/14 did not contain
all surgical procedures and additional information
such as the operating time because it normally took
o, staff two to three days to enter the data for the

( | operating room log.

The obstetrics operating room log dating from 3/10 to
3/14/01 and 1/17 to 1/27/00 was reviewed with

? employee #44, This log did not consistently list the
name of the person administering the anesthesia, the
total operating room time for cesarean sections and the
name of the person assisting the physician.

A 262| 482.51(b)DELIVERY OF SERVICE : A 262
An operative report describing techniques, findings,
and tissues removed or altered must be written or
dictated immediately following surgery and signed by
the surgeon.

This Element is not met as evidenced by:

Based on a review of the cares received by seven .
patients .who were circumcised [(B), (D), (F), (N),
(V), (Y) and (8)] and interviews, hospital staff failed J
to assure that an operative report describing
techniques, findings, and tissues removed or altered
was written or dictated immediately following surgery
and signed by the surgeon for four of the seven
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circumcised patients [(D), (F), (Y) and (S)]- The
findings include:

The medical record for patients (D), (F), (Y} and (S)
were reviewed and indicated that all four patients had
a male circumcision performed approximately
twenty-four hours after birth, When reviewed,
physician's progress notes in the medical records for
patient's (F) and (S) merely stated "circ done."
Physician's notes in the medical records for patient
(D), dated 3/15/01, stated "circ done to newborn
male." A complete operative report was Iacking. The
medical record for patient (Y) lacked any
documentation from the physician after the
circumcision was performed on 3/11/01. Emplovyees
#18, #5, #8, and physicians #3, #49, and #36 verified
the lack of operative reports.

When interviewed on 3/20/01, physician #3 stated that
he never does an operative note for circumcisions.
Physician #36 verified in a 3/14/01 interview that it
was the hospital's standard to document an operative
report after all surgical procedures, including
circumcisions. Physician #49 verified this standard
stating that he always documented an operative report
after a circumcision.

482.43(d)TRANSFER OR REFFERAL

The hospital must transfer or refer patients, along
with necessary medical information, to appropriate
facilities, agencies, or outpatient services, as needed,
for follow up or ancillary care.

This Standard is not met as evidenced by:

Based on interviews and a review of the cares for two
patients who were transferred from the hospital to
another health care facility [patients (W) and (T)],
hospital staff failed to assure that both patients were

A 262

A 343
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@

transferred with all the necessary medical information
in order for the receiving facilities to provide
appropriate follow up care. The findings include:

Patient (W) was admutted to the hospital on 1/10/01
and discharged on 1/15/01. A copy of the "Patient
Care Transfer" form which was sent to the receiving
facility and had a date of 1/15/01, was noted to be
signed by RN employee #14 as completed, This form
lacked documentation in the area provided that this
patient had been placed in restraints even though
nursing notes dated 1/11/01 at 7:20 p.m. indicated that
staff restrained this patient with a waist Posey and a
right wrist restraint, This form had an area for skin
integrity assessment with an outline of the human

‘| body for documentation of areas of concern. This

outline and assessment area was left blank.
Documentation in nursing home nurses admission
notes and interview with family member person #43
on 3/7/01, verified that upon arrival o the nursing
home on 1/15/01, patient {W) had twe one centimeter
bruises on her right wrist and a three and a half by
two centimeter "red raw areas [sic] on buttocks around
rectal area” with dried feces.

This form also had an area for patient (W's) course of
treatrnent to be documented. This area was observed
to be blank. Interview with employee #14 and an
un-timed 1/15/01 nursing note verified that employee
#14 had discontinued this patient's foley on 1/15/01.
Employee #14 stated during the interview the she
recalled discontinuing the foley catheter just before
her discharge. Employee #14 stated that she was not
aware of the time she discontinued the foley and
verified that she had not documented on the referral
form that staff had utilized a foley catheter on this
patient which was discontinued prior to her discharge.
Employee #14 verified that this patient's voiding
status needed to be monitored because of the
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discontinuation of the foley catheter.

Patient (W's) "Patient Transfer Form" dated 1/15/01
and signed by employes #14 also had an area fora
communication assessment, advance directives,
nutrition and pain all of which were Ieft blank. The
medication administration record dated 1/ 15/01 and
interview with employee #14 verified that on the day
of her discharge, patient (W) had refused her
medications including her 1/15/01 8:00 a.m. blood
pressure medication. Employee #14 verified that she
did not indicate patient {W's) medication refusal on
the patient transfer form. Nursing home admission
nursing notes, dated 1/15/01 and timed 4.40 p.m.,
indicated that on admission to the nursing home , the : ‘ 5
patient's blood pressure was found to be 148/ 120. . :

In addition, patient (W's) "Patient Transfer Form" ¢ §
indicated and employee #14 verified that she had

listed the patient's weight on this form ag being 42.9
kg { 94.38 pounds]on 1/15/01. Employee #14 verified
that the patient had not been weighed on 1/15/01 but
that she had utilized the patient's weight from 1/11/01
and documented it as 1/15/01.

Patient (T's) care when reviewed indicated that she
was admitted for congestive heart failure on 11/28/00
and discharged on 12/2/00. Documentation in
physician's orders dated ] 1/28/00, and nursing notes
dated from 11/28 to 12/2/00, indicated that patient (T)
Wwas restrained both chemically and physically while
in the hospital. Documentation dated 11/3 0/00,
indicated that patient (T) had a fall while on unit Two
West. Nursing notes, dated 11/30/00, indicated that as
a result of the 11/30/00 fall, patient (T) suffered a
bruise and a swollen area on the left side of her head,
a bruise under her left arnpit described as "smail"
and a "large discoloration red/purple bruising of the
(R) [right] inner forearm." The medical record for
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patient (T) contained a copy of a 12/2/00 "Patient Care
Transfer" form which was sent to the Teceiving
facility. Direct care nursing employees # 9, #27, #3 1,
#32, and #35 reviewed the medical record which
included the "Patient Transfer Form." All five
employees were interviewed between 3/20 and
3/21/01. All five employees verified that the patient
transfer did not note the patient's fall or subsequent
bruising. Documentation in patient (T's) medical
record from the receiving facility and interview with
person #12 on 4/16/01 verified that on arrival fo the
receiving facility on 12/2/00, staff found multiple
bruises on patient (T), Nursing home RN, person #12,
in a 2/27 and 4/16/01 interview, stated that patient (T)
had a left lower arm bruise, a bruise on the entire left
side of her body that extended from under the left arm
pitarea to the left buttock, and a bruise on the lefi
temple area. Nursing notes dating from 12/2/00 to
12/3/00 and interviews with person #12 verified that
patient (T) did not have any subsequent falls. Nursing
notes, dated 12/3/00, and interview with person #12
verified that this patient was sent back to the
emergency room at about 10:00 p.m. on 12/3/00
because she was complaining of a left side "stabbing
pain.” Person #12 and a review of the emergency
100m x-1ay results verified that a chest X-ray faken in
the emergency room indicated that patient (T) had
suffered two rib fractures.

The "Patient Transfer Form" for patient (T) that was
signed as completed by employee #9, a RN, and a
social worker had multiple areas that were left blank,
for example the Primary and Secondary Diagnosis,
Procedures/Course of treatment, treatment options,
allergies, Advance Directives, diet, activity level,
communication, teaching needs, rehabilitation
potential, and level of care needed. A review of the
information received by the facility patient (T) was
transferred to on 12/2/00 indicated that patient {T) was
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transferred with a history and physical that was
dictated when patient (T) was admitted to the
emergency room on 11/28/00. This 11/28/00 history
and physical indicated that patient (T) was in acute
respiratory distress, was being transferred to the
intensive care unit and had been placed on a
ventilator for breathing. A hand written note on this
dictation that was sent to the receiving facility
indicated "still current as of this date. Pulm
[pulmonary} Edema has been treated."

A 750| 482.13Patients’ Rights A 750 _
A hospital must protect and promote each patient's ‘
rights.
— This Condition is not met as evidenced by: o
Q CONDITION NOT MET. 3 - s

Based on interviews, medical record review and a
teview of policies and procedures, the hospital failed
to develop polices and procedures and provide care to
patients in 2 manner which protects and promotes each
patient's rights. The findings include:

1) The hospital failed to establish a process for prompt
resolution of patient grievances and to inform each
patient of the right to lodge a grievance with the State
Agency directly and list the phone number of the
State Agency. See documentation at Tag A752.

2) The hospital failed to assure that the governing
body approved the hospital's grievance process and
assumed or delegated in writing the responsibility for
the review and resolving of grievances. See
documentation at F753.

3) The hospital failed to assure that the presence of a
grievance process which includes a mechanism for
timely referral of patient concerns regarding quality of
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care or premature discharge to the appropriate
Utilization and Quality Control Peer Review
Organization. See documentation at A754.

4) The hospital failed to establish a clearly explained
procedure for the submission of a patient's written or

verbal grievance to the hospital. See documentation at
ATSS,

5} The hospital failed to establish a grievance process
that specified time frames for review of the grievance
and the provision of a response. See documentation at

AT56.
6) The hospital failed to provide patients with a
= written notice in resolution of grievance filed. See
( ; documentation at A757.

7} Hospita} staff failed to assure that patients were
afforded the right to be involved in the treatment and
care that they received. See documentation at A760.

8) The hospital failed to assure that patients were
afforded the right to receive information with regards
to the hospital's policies on the implementation of
advance directives and the right to make medical care
decisions and to formulate an advance directive. See
documentation at A761,

9) The hospital failed to assure that a system was in
place for staff to take a proactive approach to identify
events and occurrences that may constitute or
contribute to abuse and neglect, to protect patients
from abuse during investigation of allegations of
abuse or neglect or harassment, investigate in a timely
and thorough manner all allegations of abuse, neglect
or mistreatment, and report and respond to the
allegations of abuse, neglect and harassment of all
forms, whether from staff, other patients, or visitors.
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See documentation at A765.

10) The hospital staff failed to assure that restraints
were ufilized only when other less restrictive measures
have been found to be ineffective to protect the patient
from harm. See documentation at A770.

11) Hospital staff failed to obtain physician's orders

for the use of physical restraints. See documentation
at AT71.

12) Hospital staff failed to modify the plan of care
[called "pathway" by the hospital] for restrained
patients. See documentation at A774.

13) Hospital staff failed to assure that orders for
testraints end at the earliest possible time. See
documentation at A777.

14) Hospital staff failed to assure that the condition
of restrained patients were continually assessed,

monitored, and reevaluated. See documentation at
ATT8.

15} Hospital staff failed to assure that staff who have
direct patient contact utilize restraints in a proper and
safe manner. See documentation at A779.

The Condition of Participation for Patients' Rights at
42 CFR 482.13 is not met. The cumulative effect of
the hospital's staff practices resulted in the hospital's
inability to ensure the provision of quality health care
in a safe environment, promote statutorily mandated
patient care and places patients in immediate jeopardy.

482.13(a)(2)Notice of Rights
The hospital must establish a process for prompt
resolution of patient grievances and must inform each

A 750

AT52

FORM HCFA-2567(09-92) ATGO21199

TLEF11

I continuationsheet 40 of 69

600047




‘ DEPARTMENT OF HEALTH AND HUMAN SERVICES

Printed: 04/25/2001

FORM APPROVED
. HEALTH CARE FINANCING ADMINISTRATION OMB NQ. 0938-039]
‘ STATEMENT OF DEFICIENCIES (X1} PROVIDER/SUPPLIER/CLIA (X2} MULTIPLE CONSTRUCTION (X3) DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: A. BUILDING COMPLEEED
‘ 24-0132 B. WING 3/26/01
| % OF PROVIDER OR SUPPLIGR STREET ADDRESS, CITY, STATE, ZiP CODE
| E;NfTY HOSPITAL 550 OSBORNE ROAD
: FRIDLEY, MN 55432
b (X4) 1D SUMMARY STATEMENT OF DEFICIENCIES ID PROVIDER'S PLAN OF CORRECTION (X5)
PREFIX (EACH DEFICIENCY MUST BE PRECEEDED BY FULL PREFIX {EACH CORRECTIVE ACTION SHOULD BE Cogﬂ:g'f
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE

patient whom to contact to file a grievance.

This Standard is not met as evidenced by:

1) Based on interviews and a review of six patient
grievances, the hospital failed to establish a process
for prompt resolution of patient grievances for six of
six randomly reviewed patient grievances filed with
the hospital from December 2000 to January 2001,
The findings include;

Employee #11, an administrative staff who deals with
patient grievances, when interviewed on 3/21/01,
verified that she received concerns with regards to
patient (aa), (bb), (cc), (dd), (ee) and (W) between
December 2000 and January, 2001. Employee #11
stated that the hospital's timeline for resolution of
concerns was thirty days. This contradicts the
hospital's grievance policy and procedure presented by
employee #7 on 3/14/01. This policy states responses
to grievances will be "provided as soon as possible bat
no later than three weeks afier receipt of the concen."
Employee #11 stated that she does not consider
concerns brought to her attention as a "erievance” and
that she refers most of these concerns to other staff but

does not always follow-up on the concerns to assure a
prompt resolution.

Employee #38 verified during a 3/15/01 interview
that although she had received a copy of the 1/16/0t
concems about patient (W), she had not done any
investigation into the concerns or respond to the
concerns. Employee #38 stated that she was to do her
investigation into these concerns within thirty days but
had not done so at the time of the interview [3/15/01].

2) Based on interviews and observations during a tour
of units one, two and four west, the hospital failed to
inform each patient of the right to lodge a grievance
with the State Agency directly and list the phone
number of the State Agency. The findings include:;

Nursing units one. two, and four west were toured
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with staff and were noted to have a patient right's
brochure, dated 1/01, which contained mstructions for

| patients on filing complaints in a mulfi-fold plastic

port-folio that hung from the wall.

Employees #11, #38, #7, #18, #22, #24, and #42 were
interviewed during the on-site visit from 3/14 to
3/21/01 and verified that the information for patients
ou the hospital's grievance procedure contained in
this 1/01 document instructs patients to direct
complaints to the Patient Representative and if the
complaint is "unresolved” the patient can direct their
concems to the State Agency. All seven empioyees
verified that the grievance information does not
inform the patient that s’he may lodge a grievance
with the State agency directly, regardiess of whether
s’he has first used the hospital's grievance process.

Employee #38 verified that the information provided
to patients on filing a grievance does not provide the
patient with a phone number and a complete address
for lodging a grievance with the State agency.

482.13(a)(2)Notice of Rights

The hospital's governing body must approve and be
responsible for the effective operation of the
grievance process and must review and resolve
grievances, unless it delegates the responsibility in
writing to a grievance committee.

This Standard is not met as evidenced by:

Based on interviews and a review of meeting minutes
dated 1/22/01 and memorandums dated 3/1 5/01, the
hospital failed to assure that the governing body
approved the hospital's grievance process and
assumed or delegated in writing the responsibility for

the review and resolving of grievances, The findings
include:

A 752

A 753
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The Health Care Finance Administration regulations
for Patient Right's went into effect in June, 2000 and
required the Govemning Body of hospitals to approve
and be responsible for the effective operation of the
grievance process, review and resolve grievances or
delegate the responsibility in writing to a grievance
committee. ‘'When interviewed on 3/15/01, employee
#38, an administrative staff who works with
gricvances, verified that the hospital did not have a
Grievance policy and procedure that had been
approved by the Governing Body. Employee #38
stated that the grievance procedure had been approved
by a sub-commiitee and was awaiting approval from
the Governing Body.
!
Q/\ 754| 482.13(a)(2)Notice of Rights A 754

The grievance process must include a mechanism for
timely referral of patient concerns regarding quality of
care or premature discharge to the appropriate
Utilization and Quality Conirol Peer Review
Organization.

This Standard is not met as evidenced by:

Based on interviews and a review of six grievances
filed between December, 2000 and January, 2001, the
hospital failed to assure that the presence of a
grievance process which includes a mechanism for
timely referral of patient concerns regarding quality of
care or premature discharge to the appropriate
Utilization and Quality Confrol Peer Review
Organization. The findings include:

Employee #38, an administrative staff responsible for
reviewing grievances, verified by interview on
3/15/01 that the hospital did not have a written
mechanism for the referral of patient concerns
regarding quality of care or premature discharge to the
appropriate Utilization and Quality Control Peer
Review Organization.
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Concerns presented by patient {aa), (bb), (cc), (dd),
(ee) and (W) between December, 2000 and January,
2001 were reviewed with employee #11 who verified
that these patients had complained about the quality of
care of the services they or their family member
received and/or the premature discharge from the
hospital. Employees #11,an administrative staff
responsible for reviewing grievances, and employee
#38 verified that referrals to the appropriate
; Utilization and Quality Control Peer Review

Organization had not been done nor were the
complainants told of their right for a Utilization and
Quality Control Peer Review Organization review of .
the concern. '

() |

A 755| 482.13(a)(2)(i)Notice of Rights A58

The hospital must establish a clearly explained
procedure for the submission of a patient's written or
verbal grievance to the hospital.

This Standard is not met as evidenced by:

Based on interviews, observations on nursing units
one, two, and four west and a review of information
posted in a multi-fold plastic port-folio that hung from
the wall in patient care rooms, the hospital failed to
establish a clearly explained procedure for the
submission of a patient's written or verbal grievance to
the hospital. The findings include:

During observations of the patient care units, patient
rooms were observed to have a patient right's
brochure, dated 1/01, which contained an area called
*Grievance Procedure.”" The instructions in this
"Grievance Procedure area directs the patient to call
the Patient Representative with "hospital care
concerns that arise during your stay." The instructions
when reviewed do not provide the patient with a
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clearly explained procedure for the submission of a
grievance. For example, the instructions tell the
patient to "see telephone index" in order to direct their
concemns to the Patient Representative, The
instructions do not tell the patient where the
“telephone index" might be located, or who to contact
if a Patient Representative is not available, if the
Ppatient can submit the concern in writing or verbally,
how to submit a concern after the patient leaves the
hospital and what the time frames for response to
expect once a concern is submitted. Employee #38,
an administrative staff responsible for reviewing
grievances, reviewed the information in this area and
verified the lack of a clearly explained procedure for .
the submission of a patient's written or verbal ; ¢
- grievance, i
) :
A 756 482.13(a)(2)(ii)Notice of Rights A 756

The grievance process must specify time frames for
review of the grievance and the provision of a
response.

This Standard is not met as evidenced by:

Based on a review of a "Grievance Mechanism"
policy with a revised date of 01/10 and interviews, the
hospital failed to establish a grievance process that
specified time frames for review of the grievance and
the provision of a response. The findings include:

Interviews with employees #11, #7 and #38 during the
on-site visit from 3/14 to 3/21/01 verified that the
hospital had amended a State required Grievance
procedure to meet the Federal regulations under the
Patient Bill of Rights, 42 CFR 482.13. A copy of this
amended policy dated 01/01 was reviewed and was
found to list several steps under "Special Instructions."
These steps refer to the documentation of concerns
and the referral of the concern to department
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managers for follow-up. The steps do not indicate
time frames for staff to adhere to in reviewing,
investigating, resolving, taking systemic action and
responding to the grievance.

482.13(a)(2)(iii)Notice of Rights

In its resolution of the grievance, the hospital must
provide the patient with written notice of its decision
that contains the name of the hospital contact person,
the steps taken on behalf of the patient to investigate
the grievance, the results of the grievance process, and
the date of completion.

This Standard is not met as evidenced by:

1) Based on interviews and a review of five
compiaints filed with the hospital's patient
representative from Dgcember 2000 to January, 2001,
the hospital failed to provide all five patients
[aa,bb,cc, dd, and ee] a written notice of the resotution

| of the grievance. The findings include:

Employee #11 when interviewed on 3/21/01 verified
that she received concerns from the daughter of
patient (aa) on 1/9/01 who stated that she had heard a
male nurse twice tell patient (aa) who is a "worry .
wart" and has a heart condition that "you don't need to
be worrying your family like that." Employee #11
verified that patient (aa's) daughter did seek her out
and express to her concemns about the male staff's
comments towards patient (aa) but did not want the
issue addressed until patient (aa) was discharged.
Employee #11 verified that she referred the matter to
the nurse manager but did not follow-up and respond
to the grievance in writing.

Employee #11 verified receiving information with
regards to concerns from patient (bb) on 1/22/01 who
complained that he had been at the emergency

A 756

A 757
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department of the hospital and received a bill for his
visit when the physician told him during his visit that
"she [the physician] could not do anything for him."
Employee #11 verified that a written resolution to this
grievance was not sent, Employee #]1 stated that she
did not do any follow-up because although the
physician provided cares to patient (bb) in the
hospital's emergency room on 12/20/00, the physician
was not an employee of the hospital.

Employee #11 verified on 3/21/01 by interview that
she had spoken with patient (cc) on 1/25/01 who
expressed concerns with being sent home too soon
after surgery and the treatment she received in the
emergency room upon her return to the hospitat after
discharge. Employee #11 verified that she had copied
several staff on a "PATIENT PROBLEM REPORT"
form she had filled out but had not followed up on the
concern or responded in writing fo patient (cc).

Employee #11 verified in a 3/21/01 interview that she
had received concerns on 1/3/01 from patient (dd)
who stated that the hospital's emergency room
physician and staff were "attackful and threatening” to
her and when she asked, refused to tell her the name
of the medications they had administered to her for
her migraine headache. Employee #11 verified that a
written response had not been sent to patient (dd)
because she did not request a "call back."

Employee #11 verified, when interviewed on 3/2 1/01,
that she had received cancerns from the dauvghter of
patient (ee) on 1/23/01 with regards to an EINErgency
room physician whom she perceived as being rude,
not assessing her mother correctly for two fractures
and pain, and who told the daughter that if she couid
not take care of patient (ee) he would send patient (ee)
to a nursing home. Employee #11 verified that a
written response did not go out to patient (ee) or her
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